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1 
2 
A/BM/ak -=<Upon commencing at L0.00 "a.m. 
: DR. RALPH KAUFFMAN, Resumed 
; THE COMMISSIONER: Yes, Miss Cronk. 
5 MS. CRONK: GOOG MOLTNINgG, Sir. 
6 DIRECT EXAMINATION BY MS. CRONK: (Continued) 
7 Os Doctor, yesterday you will 
8 recall that we discussed, amongst other matters, the 
§ likelihood in your view of a medication error having 
occurred in the cases of Stephanie Lombardo, Jesse 
4 Belanger and Jordan Hines and you referred us in the 
11 course of your response to those questions to a 
12 recent abstract, that had been published you said in 
13 July,of this year having todo with, myocardial 
14 clearance of digoxin. You have now provided a copy 
15 OofPthat abstracl.,toO me. wouldve asi Von to sinieni ty, 
16 it as the abstract that you were referring to 
yesterday. 
a7 ; 
A. Yes, this 1s the sone . 
18 Oy Asi l understand 1t, Doctor, 
ak there are a number of matters that you wish to draw 
20 to our attention from that abstract. 
1 A. Yes, there are. 
2? THE COMMISSIONER: Is this an abstract 
from textbook. 
a4) 
THE WITNESS: No, I should have 
24 
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identified this at the top before it was copied and 

I, didn't, do, that. + Thist iewan wmbstracr trom the 
proceedings of the International Society for Clinical 
Pharmacology, which met-dnrs Washington, .Cahameiuly of 
1983 and this paper was presented orally at that 
meeting and this was an abstract of the paper which 
was published in the proceedings of that meeting. 


THE COMMISSIONER: Yes ;mthankavouw? 


MS2. CRONKS - §DOCtCOn, Could you 
outline for us if you will please the matters that 
you feel are of relevance? 

A. Yesterday when I alluded to 
this paper I was doing so by memory having not looked 
at it for several months. My memory didn't serve me 
as well as 1 should have -and,, so, Was in error 17 
some of the details that I presented to you and I 
would like to correct tase now and .gqo through the 
abstract with you and give you the details because I 
think this’ is important information in this context. 

On Please do, Doctor. 


A. This study was carried out on 
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45-adult patients wel dondterememberrspecifically 
yesterday whether I said they were adults or children 
but these were on 45 adult patients who were under- 
going open heart surgery and had been on chronic 
digoxin therapy for at least six months or longer at 
the time of their, surgéry« '|Soyetheyawernetonichrenic 
digoxin therapy. 

At the time of surgery serum digoxin 
was measured in their serum as well as in samples 
taken from atrial myocardium or papillary muscle 
ventricular myocardium and the time at which the 
digoxin sample was taken varied with each patient of 
after their last dose; in other words, the time from 
the last dose of digoxin to the time of the sampling 
varied with each patient from anywhere from one day 
upetoe20udaye- 

Getting these samples then and pulling 
this data the authors attempted to estimate the half 
li fe«<withiwhich#digoxinwinethis.pagtleular«group.of 
patients disappeared from the serum and from the 
heart. This is the first information that I am aware 
of where this specific issue, has been)addressed 
experimentally in human beings. 

The decline in serum digoxin levels 
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TORONTO, ‘ONTARIO (Cronk) 
1 
Z 
patwents “of 48 .hours.. witThene as aivarwationthut. thas 
3 was the average. The decline in the heart muscle 
4 levels were essentially the same, the half life was 
5 essentially the same for both atrial and ventricular 
6 myocardium but it was longer than the serum. 
” The decline in myocardium during the 
P alpha phase or what appeared to be an alpha phase, 
| the“shortvhabf life phasep wast/7tto L2uhourssand the 
i Slow elimination or the so-called beta phase was 
three and a half days for papillary muscle and four 
11 and a half days for right atrial appendage but this 
12 was@nok statistically tsignrsreant. 
13 In some of the patients, and I don't 
| know how many, but in some of the patients who had 
15 received their last digoxin dose 20 days prior to 
surgery digoxin was still present and detectable in 
. the tissues up to 20 days. 
7 OF Thanknyou? DoctorieaMay figrcin 
18 Lighteof*thesinforndtion affordedabyethestabstract, 
asee Doctor, take you now back for a moment to the case 
20 first of Stephanie Lombardo? tY¥ou,willwrecald an that 
1 case that the child was admitted to the Hospital on 
99 December 13th and died December 23rd and that there 
were assay results both on RIA, HPLC and RIA and on 
mass spectrometry from the Centre of Forensic Sciences 
24 
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Kauffman, dr.ex. 55D 
(Cronk ) 


showing digoxin in a variety of tissues in that child. 

Given the information provided by this 
abstract, would you expect to see first traces of 
digoxin in tissue samples from that child if a 
therapeutic or maintenance dose of digoxin was given 
toi thejchildseat any pointaduning, those 10) days? 

A. There are two caveats that 
we have les at}? onepms®ihatyenertstudy. that FT. just 
alluded to was done in middle age adults. So, I 
don't know whether they would be different than 
infants; the second is that they were on chronic 
digoxin therapy. In this case we are postulating a 
Single dose of a maintenance dose by error. We know 
that the concentrations in the tissues are much higher 
with chronic therapy than with the single dose and 
the total amount of digoxin in the patients in the 
study would be considerably greater per body weight 
than thesamountsofadigoxinginstnes toral vbody, after a 
single maintenance dose. So, we have to take that 
into consideration. 

But facceptinguthat, Iathink tiawexare 
willing to extrapolate the data from this study to 
theesituakionne: Lombardo, Dathinkelywoeuldssayrat 
would be possible following a single dose some time 


during thatel@edayssto still be able to detect 
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1 
2 
digoxin in myocardial tissue within that 10 day 
: Period?’ "it*fs hard "tor meste-esserona Propabr ir ty 
’ value TOMIt but iSeertainty= tank 1c would! bevpossible. 
5 Os | ANG thaG take=@rtcy, DOCtOr, 
6 would equally be the case, if not more so, were it 
| a loading dose that were given to the child in error 
8 as opposed to a maintenance dose. 
| A. Well, half of the usual loading 
dose, which would be the situation with a single 
x error,would be approximately twice a maintenance 
11 dose received error. So, he would expect to be able 
12 to detect the digoxin in tissues a little bit longer 
13 simply because there was more digoxin there to begin 
14 with. 
15 O% Reunderstand. Doctor, having 
regard to the specific levels of concentrations of 
‘ digoxin which were found in Stephanie Lombardo, you 
x wilLave calll*that you told us yesterday “that invyour 
18 view, as I understood it, they ‘were both high and, 
19 secondly, that they were consistent in that they were 
20 in a variety of different tissue specimens from her 
1 boay., Surhe levels in the heart you will recall were 
22 withith themrange of 4877 am "the “left -ventricte "to 
667 in the. septum of the heart and in chest fluid 
_ it was 225 nanograms. 
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1 
2 
Given the actual concentrations that 
i were found in the child and the number of tissues in 
4 which concentrations. of digoxin were found, would you 
3 consider it likely in your view that those concentra- 
6 tions would be found in this child if a therapeutic 
7 or loading dose were given at any time within the 10 
P days prior to her death? 
FAy We have to consider the 
; problem of interpreting numbers from exhumed tissue 
" but if we would accept those numbers of being somewhere 
11 in the ball park of what the concentration was at the 
12 time of death, then I think it would be quite unlikely 
13 that it would be due to medication error 5 to 10 days 
A earlier. The problem is the interpretation of the 
E exhumed tissue concentrations. 
OV Does the abstract, Doctor, 
that you provided to us give any indication as. to the 
um actual concentrations that were found in the myocardial 
18 tissues ,* bey it the* one® orm @het 20 eee that were 
19 sampled. Do we know how much was found? 
20 A. Well, the average concentration 
a4 that they mentioned according to my notes from the 
paper, from hearing it, ‘therr actual concentration - 
these are averages - the average concentration went 
- from around 300 nanograms per gram down to approximately 
24 
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1 
2 
3.5 nanograms per gram over 20 days. So that although 
; they could detect it by 20 days the concentrations 
4 were very, very low. 
5 Q. MAtatght . 
6 THE COMMISSIONER: Am I to read this 
"i that..20 days, is, the last ,orsiseite theadastihday tested? 
8 Do. they..test.for 2]1.0r.22, + donwesknow? 
THE WITNESS: No, that's the longest 
} interval between the last dose and surgery. 
19 THE COMMISSIONER: That is not quite 
11 what they say, unfortunately. “Measureable levels of 
12 digoxin were still present on both tissues 20 days 
13 after stopping treatment.’ They don't say that they 
14 were not detectable 21 days after. "But il take LE 
5 that is what they mean, is it? 
| THE WITNESS: But the method of 
a the study was that the longest time they measured it 
i was 20 days. They don't know if it was there longer 
18 because they didn't measure it. 
= 40 THE COMMISSIONER: Piha tusert ante 
20 THE WITNESS: They didn't have any 
4 patients who had not received a dose for more than 
22 20 days before they had their surgery. 
THE COMMISSIONER: But measureable 
2 levels of digoxin, they dont sayiiow tow wtney were. 
24 
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TORONTO,*ONTARIO (Cronk) 


THE WITNESS: Well, from my notes 
from hearing it - you see, many details aren't in 
the ebstract. 

THE COMMISSIONER: Yes. 

THE WITNESS? From my notes that 
I took when I heard the paper presented I have a note 
that the average concentration declined from 300 
nanograms per gram to an average Of 3.5 nanograms per 


gram over these 20 days. 
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ANGUS, STONEHOUSE & CO. LTD. <auffman 5760 
TORONTO. ONTARIO 
agn.ex. (Cronk) 


1 
B0neVv83 9 You have to remember that each 
“a 3 patient represented one sample, and so they pooled the 
j data from the 45 patients and there are some theoreti- 
cal problems with that but it is really the only way 
: you can address this problem in patients. 
. ©: They £oundethen,hdoctory, after 
7 20 days I take it on average a concentration that would 
8 be considered to be of the upper range of the thera- 
9 peutic level were it achieved during life, for example? 
10 A. It ame Sorry? 
iH THE COMMISSIONER: And if it were in 
serum. 
12 
MS. CRONKtor 0 .-uAndes fed tpwere.in 
a‘? serumy 35; stheahighest was 645) that, they, found after 
14 20 days? 
15 Ae The average. 
16 On The average, rack, 
7 A. I don't know the range, that 
wasn't provided. 
0. Thanlveyou, <cOCtOr, 
- Doctor, could we turn then similarly 
se to the case of Jesse Belanger for a moment. You will 
21 recall that this ahead from the time of his admission 
Ze to the Hospital to the time of his death was hospitalizijed 
93 for approximately 35 days. Again given the informatio 
24 


25 


i en 


’ J 


it abn ee 


eukann oe ns, az 1 e qaore 
sas . pao ue son ier, ailaing 


} — vs . fe aveb ae 
esas 6d 48 opt eqau mace Bitaenisios of” 
5 402 .oeet petkaeie ee aa devel Stspet 
cYr208 Me rt. v8. 
Ki erew 7h Te baa an anolear Ree der 
| 2iuaivse 
ab. wow at 2k Srte). 1 ‘BAORS GM 
(asin Agnuat yard 264d QQE Sow Zeuipiv ons .¢.b parse 


Tevppr os 


ilar cae Rempel apni 


,Snbisve ont of 
-tiply .ope*eves. ofT a 
joa? spat ofA woart 2 "teh Tt a hey 
| ~—bebivoigq + ' meew : 
fy at . 
| os90h ,ooy amet m4 | 
viuclimte pod need sw biceo .7q7000 m 
| bbe got. a dnemom, aoe qepneted Seas to 2255 ait -o3 he | i 
. abiseinin abd 2acehis gtd mint, brite sidt sets J sos its 
Piss iqaod saw dunéh eid Yo-ombsl odd od Tndigesti ois 02 69 - 


w;hisae nr wt! nasrip wiepA -eyeb 2E Vistarntkorggh 202 


B2 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. Kauffman 5761 
TORONTO, ONTARIO ar .ex . (Cronk) 


that is available to you from the abstract, and having 
regard. to. the concentrationsathat, were, found: in. this 
child, is it possible in your view that traces of 
digoxin could be found in tissues, and remember again 
that they are exhumed tissues, from his body if a 
therapeutic or loading dose of digoxin had been 
administered to him in error at any time during that 
29-day period? 

A. I suppose it is possible, but 
considering the dose that he would have received under 
those conditions I think ut feisehighnly unlikely that it 
would be detected as long as 35 days. 

0. DOCLOBAWIUSt c<touretresh syour 
memory on that as well, you will recall that with 
Jesse Belanger the actual concentrations found, one 
was assayed again both by RIA, HPLC/RIA and as well 
mass spectrometry, and in the liver by those methods 
a concentration of 253 nanograms per gram was found; 
and in a sample of skeletal muscle a level of 43 nano- 
grams per gram was found. 

Having regard to the actual concen- 
trations, 1s  i1t vour view hati teus, likely that «those 
levels could be fonna if one therapeutic or loading 
dose had been administered at any time during the 35 


days? 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO Kauffman 
dy.ex.. (Cronk) 


A. Again with the problem of 
interpreting the concentrations because of the nature 
of the sample; if we accept those numbers as being 
somewhere in that general range, then I think it is 
even more unlikely that those kinds of levels would 
have been detected for a prolonged time after a dosing 
error. 

Q. Doctor, | Latake+itpas»well 
though as Dr. MacLeod suggested in his evidence, based 
on this abstract it is certainly possible that some 
tracingssof ;digoxinamightabesfound in tissues? 

ts Yes, I think that is possible 
considering -- well, if you have a sensitive enough 
assay and if the initial concentrations were high 
enough to leave a trace that long afterwards, a 
detectable-trace.s wr have togsay.4VvesSrade think 2t.1s 
possible , looking,ati thesentane, picture here,T, think if 
is somewhat improbable but I think it is possible. 

OF Doctor, then may we turn to the 
ease o£ Jordan,Hines.),.Theresis.a, shorter, time anterval 
stillnainyhisncase. VYousuwa lJiarvecal lLaihataeadtaas 
approximately, I believe I have this correctly, two 
days between the time of his admission for something 
under 48 hours and the time of his death. Again in 


his case we are dealing both with fixed and exhumed 
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specimens. The levels an the: fixed heart’ tissue 

range between 52 nanograms per gram in the left 
ventricle, and 89 nanograms per gram in the septum; 
digoxin was as gern erounel in exhumed tissues from the 
right thigh muscle 56 nanograms per gram. Assuming, 
doctor, that one therapeutic or one loading dose of 
digoxin was in error administered to that child during 
the two-day period of his hospitalization, at any 
point over the two days, would you consider it possible 
to Lind those concentratzons OPmdigoxiiein his 

tissue specimens after death? 

AY Ves)" I? thinkt2€ woulditbe 
possible. 

Or And are you, dockon;, abiewto 
express in this case any opinion as to the likelihood 
of concentrations of that Kind= being toundwappioxr 
example, a therapeutic or loading dose was given 
shortly after his admission to the Hospital? 

/ ep Well again if you can accept 
the fixed tissues as being the minimum that it could 
have been, and you estimate what concentration might 
be produced, what maximum concentration might be 
produced under those COnGiLLions f BLthinkdi thas possible, 
and I think it is’ di fficulestotdssignrapmrobabl mento 


that. I think that it is somewhat unlikely that it 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 5764 
TORONTO, ONTARIO 
dr sex. ((Gronk) 


1 
2 would have been given as long as 48 hours, but I think 
3 that it is -- the probability of it being given that 
4 long and not being given that long I would say is 
5 Boa? Bil based on this kind of information 
p that I have just presented to you. 

Or And given as well I take it, 
i doctor, the actual length of time involved, that is 
8 two days? | 
9 A. 2eS- 
10 QO. Thank Tyot fprdoctor. 
11 Mr. Commissioner, before I continue, 
12 Mr. Brown indicated to me this morning that he wished 
2 to address some remarks to you. 

DH, (CGOMMESS FONERS Ves jIMr 2 Brown . 
Ma MR. BROWN: Mr. Commissioner, on 
15 occasions before you have suggested to me perhaps this 
16 is not the proper place to address matters which arise 
We in the media. 
18 Yesterday ,however, the expurgated 
19 version of the Atlanta Report was released and was made 

an exhibit in this Inquiry. Numerous reports appeared 

3 in the press regarding thatareport)) andtin particular 
"s a report appeared on Global Television and there was a 
a2 picture, of) a, portion,of jaypage of the report of which 
23 part of the report had been blacked out. I drdonot 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 37605 
TORONTO, ONTARIO 
di.ex., (Cronk) 


personally see the television program on Global, 
although I was informed of its contents, and I believe 
a comment was made on that portion of the report that 
was blacked out. The comment was made suggesting that 
the blacked-out portion referred to Nurse Susan Nelles. 

I have reviewed the expurgated 
version of the Atlanta Report and I have reviewed the 
unexpurgated version of the Atlanta Report and from 
my review -- 

THE COMMISSIONER: Wait. 

MR. wBROWNes) Igwill be «careful. 

THE }COMMTESSIONERS rYeseogAdd eright. 

MR. BROWN: From my review I have 
been able to ascertain that those portions of the 
Atlanta Report which were blacked out did not refer 
directly or indirectly to Nurse Susan Nelles. 

Ttonssdst tien aeinga [Commission of 
this nature to put in evidence piecemeal, although I 
think there was agreement previously that the Atlanta 
Report would be pubvanGemiyGatetche properwuimes, 

However, in view of the difficulty 
in interpreting any information which may be blacked 
One, L. take great offence to the suggestion that was 
made on Global Television; I,take offence to any 


speculation which is made by members of the media; and 
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ANGUS, STONEHOUSE & CO. LTD. Kauttman 5766 
TORONTO, ONTARIO 
driex.. (Cronk) 


I further take offence to speculation which is wrong. 

THE COMMISSIONER: Yes. Well they 
couldn't conceivably have known what was in the blacked 
out portion unless they obtained a copy of the un- 
expurgated report, so they could not have known at 
all and so therefore it had to be speculation. 

MR. BROWN: The blacked-out copy, 
Mr. Commissioner, is readily subject to analysis and 
One can readily determine what has been blacked out. 
That has happened on previous occasions when particular 
Minutes of meetings were put in. I think the Minutes 
of the September 13th meeting, and I believe that 
happened again on this occasion. 

THE COMMISSIONER: I had no idea you 
could do this sort of etaing7ecan vou? 

MR. BROWN: I believe the media are 
quite adept and I~concéede thatmayiwelt be their yjob 
to try “and glean any biGeor "information = theyspossibly 
Can, 

THE COMMISSIONER: Well what do you 
propose, what remedy are you propoSing, or are you 
merely announcing your discontent? 

MR. BROWN: Well I am merely 
announcing my grave discontent over this matter. 


THE: COMMISSIONER: Yes. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 
TORONTO, ONTARIO 
arvex. i(Gronk) 


MR. BROWN: And perhaps as a remedy 
there. 2S..a wpracticalasolugion. -Sinfuture-M fidocuments 
are going to go in, and part of documents are going 
to be expurgated, the safer procedure perhaps to 
avoid incorrect speculation would be simply to white 
Out or physically excise those portions of the document 
It would make it that much more difficult for the 
media and would prevent sneculation which is completely 
incorrect and unfounded. 

MS. CRONK: Well, Mr. Commissioner, 

I cannot comment on what was or was not said or 
implied directly or indirectly last evening because I 
did-nét see the program, nor until just this moment was 
I informed about it. 

I can say on behalf of both Commission 
Counsel, Mr. Lamek and myself, that if it was possible 
by process of deduction or clairvoyance to understand 
what was beneath the blacked-our parts of the report 
and if this has caused difficulty for Mr. Brown we 
regret’ that. I don't thank sf needyto! go into the 
avtiiculties of doing -that, but Il can assure Mr. Brown 
that I certainly couldn't and we have undertaken 
whatever efforts we could. 

THE: COMMISSIONER: Can it ibe cut .out? 


MS. CRONK: We certainly can, and 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 5768 
TORONTO, ONTARIO 
Gecex: (Cronk) 


indeed if the situation arises in the future we will 
be glad as we did yesterday to consult with Mr. Brown 
in advance as to the most appropriate method to achieve 
that< 

THE SCOMMISSTIONERY UME. Young@had 
better worry “about*this; because if the media teaches 
the trick to some of the other counsel that police 
report is being done the same wav so you may be in 


trouble. 
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TORONTO, ONTARIO 


F, (Cronk) 


at . 
Pa) Pea! if th 


Ye 


Well, eiagreerms Lt coutd only have 
been speculation For whacewis Worth Lewould just 
as soon people didn't speculate. We have a very good 
reason for not releasing the whole of the Atlanta 
Report. We aré notgqoing, tomde Te until we-have to, 


and when there is an opportunity to reply to it, and 


that opportunity will not apparently be available 
until at least January. 

So lrkée vyouml regret that that has 
happened, but I don't know that there is anything more 
Pvcanido than regret 2u. 7 Sf donee want themeto=say 


any more. What they have said now -- 


MR. BROWN: Oh, I appreciate that and my 
yenarks —= 

THE COMMISSIONER: -- has caused some 
trouble and -- 

MR. BROWN: My remarks of course were 
not directed to Commission counsel. I was simply 
voicing a concern over incorrect speculation, how that 


can occur, and I think perhaps a practical remedy is 


Gor avold=>- 

THE COMMISSIONER: Practical remedy is 
to prevent it fron happening again. 

We have now released not the Police 


report but we have released the minutes, have we not, 
in this matter: 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 5770 
TORONTO, ONTARIO (Cronk) 


MS. CRONK: Yes we have, sir. 

THE COMMISSIONER: And blackened things 
Out? 

MS 3eCRONK: $aWebin actuaLly ianethat 
case I think Mr. Lamek may have demonstrated another 
talent and taken scissors to them. 

THE COMMISSIONER: Yes. 

MS. “CRONKs9EbuGbyinameanotvsure ofnthat 
so I will check. 

MR. YOUNG: Just to be clear, in the 
September 13th notes of the meeting involving the 
police -- 

THE COMMISSIONER: They were blacked out}. 

MR. YOUNG: I think they were blacked 
out in the latter case. Miss Cronk is absolutely 


COrrect. 
Mr. Lamek's cut and paste, he did an 


excellent jab. 


THE COMMISSIONER: Well I guess we 
have learned something now and that is what we will do 
in future. 

All right. Thank you. Miss Cronk? 

MS. CRONK: 0. Dr. Kauffman, yesterday 
at the end of the day we were discussing the case of 


Kevin Pacsai and as you may recall you had outlined 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. B72 
TORONTO, ONTARIO (Cronk) 


for us first what your conclusion was in this case, 
andsecondly the basis®for"itt 

You wild@recalas Dector7rinethisacase 
aS well that in addition to both the ante mortem and 
post mortem serum digoxin levels which were available 
and to which you referred there are available digoxin 
readings in fixéd tissues, 

In the report prepared by the Centre 
for Forensic Sciences dated January llth, 1982, a 
concentrationvoftdigoxineginvehe amountwof l-hbranging 
in the amounts of 102 to 105 nanograms per gram were 
recorded¥ior the heart: that is’ fixed tissue, and as 
well a pure digoxin reading of 48 nanograms per gram 
was recorded in fixed lung tissue. 

TStakevi tPADoGeeE, Lobviouslys yousehad 
those concentrations and that data available to you 
at the time you were assessing the case? 

A. Yespurltdida 

0), In addition, however, Dr. 

Kauif fmanyo invalbreportedatedpsepiembery 29), 1982ofrom 
thenCentrev for ForeisiewSciences (that iscExhibit)95B, 
sir) Mr. Cimbura reported a digoxin concentration of 
122 nanograms per gram in frozen lung tissue. 

As I heard your evidence yesterday you 


did not refer to that concentration or that specimen. 
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Were you aware of that level at the 
time that you were assessing this case originally? 

A. Wo, I was not aware of that when 
I’ drafted the first report. 

0. Right. jAnd, (Doctorj/.*were jyou 
subsequently informed with respect to that data? 

A. Yes, I was subsequent. to 
submitting a repors&, 

0. All right. And were the 
implications of that level then considered by you prior 
to the delivery of your second reporting letter to 
Mr. Wiley?. 

A. Ves, Ltawas. 

0. And once you learned of the 
reading and reassessed this case in light of that 
reason, Doctor, can you help us to what your conclusion 
then was? 

A. Tpdonktsthink «i thehangedemy. 
original.conclusion substantively. It supported it 
and tended to increase the probability of my conclusion 
being correct, but I saw it as supporting data, hence 
supporting the initial impression I had gained from 
the other information. 

0. Andy iDocteraeis weeturnetogpage 


3 of-your »secondireperting letter to»Mr.,Wiley>in the 
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first full paragraph set out on that page dealing 
with Kevin Pacsai, you indicate with respect to the 
lung tissue concentration: 
itherega re the concentration in the 
fresh autopsy lung is not definitive 
but supports the theory that this 
patient received a toxic dose of 
digoxanepraiors toedeath<.( Thesdigoxin 
measurement in lungs does not change 
my Original evaluation of the Pacsai 
case other than to strengthen it." 
Which of course is just what you suggested to us, 
DocEor’ 

The language of the second reporting 
letter, however, indicates that in the absence of 
knowledge of the fresh lung tissue specimen you had 
already concluded that it was probable that digoxin 
antoxXication had contributed to this child*s death. 
Ts that correcrs 

A. fhatesesteorrect; 

0. Mayi wel turns then; t Doctoxyetol the 
basis upon which you reached your initial conclusions. 

You told us clearly that you were 
aware of the ante mortem blood sample with the level 


of greater thanj10 nanogramssedIsithat correct? 
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0. wou toldtusvas-well that you 
were aware of the post mortem serum levels which 
ranged from 24 to 26 nanograms, the mid point being 
25.5 nanograms as tested both at The Hospital for 
Sick Children and at the Centre For Forensic Sciences. 

Were you also aware, Doctor, that the 
same post mortem specimen which resulted in a reading 
at The Hospital Stor Sichechmtldrenstofw6éenanograms had 
been assayed for digoxin at Mount Sinai Hospital? 

A. I was aware of that, yes. 

0. Were you then aware, Doctor, 
that a level of 112 nanograms was reported after 
several dilutions at Mount Sinai Hospital on that 
specimen? 

A. Yes, I was aware of that. 

0, Whatrsiigniiicance;, Doctor, GEL 
anyip said Sy.ou attach to the reading from Mount Sinai 
Hospital? 

A. It was so out of line with the 
assays performed at The Hospital for Sick Children 
and tthe Centre tfor (Forensic Studiesirthatih viewed it 
asmoutider an error if you will, and discarded it 
essentially from my consideration in making my 
conclusions. 
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Part in the forfulationhgofayourmopinion? 

A. 1 Ghink thatedsycorrects|) ves. 

0. And, Doctor, what significance 
did you then attach tovthe antenmortemse level of 
greater than 10 and the post mortem levels on serum 
that had been recorded at The Hospital for Sick 
Children and the Centre for Forensic Sciences? 

A, The ante mortem level of 10 I 
had no way of knowing if that was 10 or something up 
to as much as 25 which reflected the post mortem 
concentration. So I had to assume that the real 
concentration ante mortem was somewhere in that range. 

Iijeoulld noteareadlsty gqopturtherm than 
that. When I estimated possible doses which could 
have accounted for this, I picked a middle concentratio 
iny the midrparnttofithatt range;mbut: lehadgnol waydot 
knowing specifically where within that range the real 
number may have been. 

0. Well, we will come back to this, 
Doctor, but as ii understands it) whenmyou came, to 
actually to attempt the amount of dose that might 
have been given to the child you chose a mid point 
for the!) ante mortem serum concentration of 15 nanograms)? 

Dor, shave rthattconrectly? 


A. That! iLscorrect. 
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0, Doctor, in your view was the 
post mortem serum level of 26 nanograms consistent 
with the ante mortem serum level of greater than 10? 

A. Yes, I thought 1t was. 

0. Doctor, we have heard as you 
know evidence from a number of biochemists from The 
Hospital for Sick,Ghiidren, (Cate ols Te 4 wl ghe voVotpgeh) Bivens et ba ee 
has told us in evidence that at the time that the 
ante mortem specimen was being tested two dilutions 
were run and there was then from that point forward 
insufficient sample for further dilution. 

He has said as well that there is a 
number recorded in the laboratory digoxin books beside 
the actual level. The number recorded is 10.6. 

He has told us in evidence that that 
may be representative of the number extrapolated by 
the computer when the computer plotted out the graph 
although there was no further possibility of further 
OLiutLon. 

He has suggested therefore, in evidence, 
Dr. .Kauffman,..that the,actual computer ,extrapolated 
number could have been first 5.3, which on a dilution 
of 2 would ee vane actual reading on the ante mortem 
sampleyot.l026+ or, .altermatively,.the actual 


computer extrapolated number could have been 10.6 
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2 which on a dilution of 2 would make the actual ante 
>| mortem reading approximately 21 to 22 nanograms. 
4 Do you understand the evidence so far 
5 aeyct PUL LE) tComyouP? 
6 A. Teen ink so. 
: 0. Adora ght. 

Doctor, “ir aim tact the ante mortem 
= reading was 10.6 nanograms after all dilutions were 
9 complete, and the post mortem levels we know were 
10 between 24 and 26 nanograms, I take it we can agree 
11 that would ‘reflect a multiplier effect “or a post mortem 
12 elevation of something less than 3? 
13 A. If I knew for certain that the 

ante mortem level was 10.6 and then was presented with 

. post mortem concentrations “iv the serum of 25771 
be could very well accept that. I have no problem with 
16 that. That is well within the range of changes that 
iy are reported post morten. 
18 0. ANG that take Tt would be “the 
19 case when we are considering the multiplier effect 
20 if the ante mortem level was in fact 21 or 22? 

A. » “What 21s correct because as you 
os know the multiplier and; the so-called multiplier = I 
aa donvt like that’term but i wilt use 1t™=" can be 
a3 anywhere from no change to up to fourfold. 
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Ov ALTArPOheI* -Doctory Tiehe 
ante mortem reading waS in. fact 21"°or 22 nanograms; 
apart from the multiplier effect; would’ that level in 
your view be consistent with the post mortem readings 
on serum that were actually achieved? 

A. Yes. I have no problem with 
either of those numbers ih terms of reconciling them 
with the post mortem concentrations. 

O. Doctor, may we turn then to the 
ante mortem potassium levels that were recorded for 
Kevin Pacsai. You alluded to those yesterday in 
explaining the basis for your assessment of this case 
and we know from the medical record of the child, 
Doctor, that on March 11th his serum potassium level 
was 3.93 on March’ 82th it“was' 9.0/7 "but the: evidence 
suggests that that was a hemolyzed sample; and on 
March 12th, later*Still tnvthetday* therlevel was 7.7. 

If the potassium level of those 
numbers be“ accurate then;s Doctoryett went trom’3.9°oto 
7.7 in something Slightlysovere oie tierhours .1tWhat 
significancepifimany, oDector,Adidsyoneattach= toothose 
levels when you were assessing this case? 

A. At the time I was assessing the 
Sase, Wandt@ethink Destill@agreéywithAthis withtmyself, 


Thvyiewed*thattastbeingpithe 7.7 as being a real change 


oe oo" 
-asnbaeetigne gearrs. iobtal 
sin thy Coe ag Sura gi tia ana7 


iin Mmamiowg of 


> —°s - 
LB ee) 4 ee be Be hie 


Heals a 


an f ay ys 
i 
. biste® 
| | to dim ae 
; 


i ae era o' “wood | Bon args 


Ye id 4 A yet 
‘ 
res al 5 ry 4 er j ry La 
vies moet 2g) FL 6 TOSVOC qnit santo: sé. artednwT 
1 
mi 
Gi STOW an chiles a edek : f rips ; ae 
| Savty 146 bose dOvebID ~<207900d .Vis Lt 9:9nNkoLs taps 
- 
a 
[ 2 Pyicte 1 re fa> POD iy fi Se j Yat 
ul 
f . - id zu én : : a 
| Fur pie ine <2 bs in | Mitt ét : ; a 
i s 
I 
=i b ; ee Pee ee oe | : a) : 
at bev itcw Si * Tskwy es iG Peg fe as ALAN TOOLS. 7 Senso 


(Seficth Ines 6 hiked 6/1. 1-St) Yontsd ap dads DSWwS LY i 


1 


24 


ao 


ANGUS, STONEHOUSE & CO. LTD. Kauffman S770 
TORONTO, ONTARIO 
dees, (Cronk) 


from the 3.9. ZTtconceunediime that it had changed 
for a li2itorar a 3 hour pemied. ae ookedatousee if) there 
was any evidence that the child had decreased kidney 
function because that could have helped explain it. 

I couldn't explain it that way because his blood 

urea nitrogen is reported to be normal on two 
occasions, including the time of that high potassium 
level. 

I looked to see if he had any degree 
of acidosis or hypoxia which could explain the high 
potassium level and, again, a blood sample obtained, 
rt. looks Like “approximateky twowhours prvongeto., tne 
second potassium sample. His blood gases were normal, 
his pH was 7.7, his oxygen was 161, which is quite 
high but I think he was getting some additional 
oxygen. 

So, he had neither hypoxia nor 
acidosis documented around this time and I couldn't 
account for the high potassium based on those criteria. 

So, DUELING. Le “logebherawithenis 
clinical symptomotology, with the ebevated digoxin 
concentration which was also drawn around the same 
time; admcn conclude that the most probable explana-| — 
tion was that the potassium elevation was a part of 


the digoxin intoxication. 


7 


te a it 3 


aes eats, init 


ie 
ri. 
v 


ee qua! eri of. FE eee, oF balbol, | 7 i "7 p 
Mpiat. Si4 nie flexes Binoy fa inw cee 1 etanhiokis a a 
> eet LBat1o a Dera: Bootd 6 anon : , te oval nt asedOm 
add. od 9olse, eryet ows y bors mie IG mt f e905, +i ; 
o bentore ictow Beesw aoold (2 6! ee ci ,aente@e ‘Brcgee 
two eh vietiW (fet sow-nopyse ach \\. oe Hey ri 
age tobe wraeeVetjsiom eiw wil Aes ly eee 
Mapyte 

| Joti GRO Mens too ig 2k oS 
| “qbloaa t bub smbt. eho) bog se besa smingh aeons 
i citet22o) Seeds Tovierah Mi tenateg fipiwt sriz- tot SaNQaoe 


ato TiPiw sangeet ab piLsaeg ace 


nivasih Detjeveds ota! ntlw cveatosondagmvd écoi itp 
amad BiLn boOOSR WEED wate enw torn NOL FESS SOG 
Kriss faxes -ofetadoud ateqnr ont ieactd shiklongs OF bar Higieitks 
| 1S °23e¢ 6 26W. 1orssvers muleee tog and toast BEA UNOS. 


= | »AOtIs9 tHOINE adtopsb ald 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. Kauffman 5780 
TORONTO, ONTARIO 
‘ driver. (Cronk) 


OR Couldrrenal faalure, Doctor, 
Or a form of renal failure ‘account for’ an ‘elevated 
serum potassium level of the kind seen in this child? 

A. Tt can if it is severe enough 
and for a prolonged period of time, yes. 

on And if the child were experienc- 
ing any degree of renal impairment or renal failure, 
would you expect to see changes in the blood gases of 
the child? 

A. Not necessarily the blood 
gases; you might. Children with certain kinds of 
renal failure can have some degree of acidosis but 
not necessarily, depending on what kind of renal 
failure you are talking about. But I would have 


expected to see some degree of evidence of renal 


failure if it was responsible for the high potassium. 


I don't know if I have answered you ‘or confused you. 

OZ NO; as think you have, Doctor. 
I take it then that one possible explanation then for 
high serum potassium, apart from renal failure, is 
then acidosis or hypoxia? 

Pies Yes, high potassium can be a 
result of severe acidosis. As I said yesterday, with 
acidosis there is an increased concentration of 


hydrogen ions, they tend to exchange in the’ cell and 
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are exchanged for potassium which comes out of the 
cell and that makes the serum concentration of potas- 
jal bieac fopeubhey 

Op Akieoighnt. (And i1t-was for that 
reason then that you addressed specifically the blood 
gas’ levels ofiethis child over the two days of his 
hospitalization? 

A. Yes), jthat tis correct. 

er ALLtnight. « DWecton, what,rabout 
the BUNs of this child, did you review those as well? 

Aes Yes) bh did. 

Or. Aa Sergi Could ol aakevou 
to turn to page 8lrof theymedrcakacecord first. 

By. Kedon'tthave: arcopy iot, the 
medical record with me. 

Q. Avlel. pasioh te. 

i'm sony, «Mig. sRegdistranprctiat ss 
Exhibit 1106). «sOb.~ Ke’ sere; Ke 

A. Oh.- tht bsusheresap, Which page, €1? 

oF Sls Doctor... This child was 
admitted to The Hospital, for Sick Children on March l1t 
DOCEOE. 

A. Yes, 1) see. 

Og Ahk wichtiesw And ton) pade-.t.l awe 


see do we not one BUN reading for March 11th and one 
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again Yfor’Marchn 2th Doeh wess than 5. 

A. Ves ye that S 1cerrect, 

Cie What significance do these 
level shave “tor *yow, poctore 

A. I think they are normal for an 
aniant this age, 

QF Doctor, in assessing the 
blood gas history*or <thewomuld, re “You weil during 
life and as well the possibility of renal failure, 
did you take into account what the levels had been 
at McMaster Hospital” prior to wererral to The Hospital 
for *Si ck Ciitdren= 

A. Yes, I had. 

Q. And what was your view of the 
levels recorded at the referring hospital some days 
prior to admissioneco The Hospital POmtolck Chaidren? 

A. Are you talking specifically 
about blood, gases*or BUNVeme. = 

GR Let's deal with blood gases 
BLrSts DOCEOL® 

A. AVL kone. was aware that 
upon his admission to McMaster he had been severely 
acitdotic, as I recall a pH in the neighbourhood of 
6.9. “As IT recall from the “stmmary on vs "course #trere 


and his medical record this degree of acidosis was 
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Slowly corrected over the next several hours and he 
was eventually returned to a normal pH before his 
transfer from McMaster. That was approximately three 
days praor; to hismadmisstonm to, Saick» Chatdrent sad. 
believe, correct me if I'm wrong. 

OF That is my understanding, 
Doctor, that the levels were reported on March 8th. 

A. Ra CitienrScOnye scOOk4 tha S.3irto 
consideration but I thought that an acidosis, an acute 
acidosis which was corrected over several hours three 
days prior and the child had documented normal blood 
gases: subsequent tos that,hat Least, whens. they,were 
measured, that), Jd jcouddn"..accountr for) anya hagh 
potassium on the 12th March due to an acidosis four 
days earlier. 

Q.. And diids yOu, Doctoxcs,, with 
respect to.the,-- 

A. Pardon me, especially since he 
had had a normal potassium documented 12 hours prior 


to that high potassium. 


On OnyMarchi ith? 
Da Right. 
O. Doctor, (did you;»vany,addressing 


the BUN levels taken at McMaster Hospital, have any 


concerns at that stage that he might have been 
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evidencing some degree of renal failure? 

Ae Excuse me, I will have to refer 
to the BUN levels from McMaster, I don't recall those 
Specifically. I should look at them before I answer 
you. Can you refer me to the page or information on 
the BUN? 

Ox The blood gases, Doctor, are 
set out at page 38 of the record and at pages -- I am 
not sure if page 42 would help you, Doctor. 

A. My copy of page 42 is illegible. 

GC; I am showing you my copy of 
page 42, Doctoryeandvonsthe raght=hend side Ofeathe 
page towards the bottom recorded I believe for March 
8th, 1981, are the BUN levels taken at McMaster 
Hospital. 

A. Yes@ithat as tcorrectst The 
BUN was recorded as 31 and the creatinine, which is 
another measurement of kidney function, was 1.3. The 
creatinine concentration is elevated for a baby this 
age;Casiist thei BUN; fwhichfiindicatespthaththe ehaid was 
experiencing, at least temporarily, some degree of 
decreased renal function at that point in time. This 
isnet surprising Since his cardiac output was drama- 
tically reduced at that time due to his arrhythmia and 


it is consistent with the acidosis that was observed 
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at the same time. Apparently his kidney function 
corrected then after his Benne problem was corrected 
at the same time. 

QO. And we see, Doctor, that in the 
period between -- and to help you, I stand to be 
eorrected,, but © don’t thank there are: any other BUN 
levels recorded for March 9th and March 10th, but 
certainly on March 11th we have seen that the level 
was down to less than 5. 

A. Thetadsy COnrect. 

QO. Var eohtee “binesonryee that 1s 
the only level we have seen and it was repeated on 
March 12th and again it was less than 5. 

SS Mest 

OG Adje wight, sDector, sas Ti jwunder- 
stand it in this case you did as well attempt to 
estimate both the amount of a minimum dose of digoxin 
which could account for the serum and tissue levels 
in this child and as well to estimate the likely.:.amount 
of administrationsot therdigosim, melo Mmnaveschat 
correctly? 

A. Vosymtiat. 1s CGEnnecr, 

OF May we deal first, Doctor, 
with your conclusions regarding the likely method of 


adminirstration-ofethesarug. 
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A. becOubinPiagbe certain’ on this 
child whether it might have been given by injection or 
orally. I think the possibility is equal either way. 
I felt from his coursesas! described: in the chart .that 
it was unlikely that he received a large bolus close 
to the time of his death and that impression was 
affirmed by the fresh lung tissue specimen, which 
indicated to me that there had indeed been significant 
distribution to) the tissues prior to his, death. 

So; ilixveadliyi couldnit: make *a 
distinction between whether or not he might have 
received a dose parenterally or orally. 

Or Are the digoxin concentrations 
found both in the fixed and frozen tissues of this 
child, Doctor, consistent in your view with a dose 
administered several hours prior to the onset of his 
critical symptoms? 

A. tiathink adtnas consistent wath 
several hours prior to or. even a little bit longer. 

OQ. Well ,tyou have, told us, Doctor, 
that it was your opinion having regard to what you 
perceived to be the distribution of digoxin to tissues 
that as Large bolus administered intravenously was 
unlikely. Were you able to put a time frame based on 


the information available to you on the most likely 
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1 
2 time of administration of the -druq? 
3 AS iMmrearry couran’ © pi Lt “Cownl 
4 very well. When I looked at it,I had the impression 
5 from looking at the description of the events over 
é approximately a4 l2=hour oer10d prior towhrs “arrest 
that there was something happening asearlyas 3:30, 3:45 
; that morning when the nurse described him as being 
8 very different from what he had been before and being 
9 limp and so forth. It appeared to me that that could 
10 possibly be the beginning of intoxication symptoms 
11 which then progressed over the subsequent hours to 
12 varying degrees of dysrrhythmia, ultimately culminat- 
ig ing in an arrest: from which he could not be 
resuscitated. 
14 
If I accepted that relatively slow 
e progression of events rather than the sudden 
16 catastrophic description which existed in some of the 
17 - other cases, then it made most sense to me that he 
18 might have received a dose orally some six to twelve 
19 hours prior to the onset of “this dramatic change in 
his condition.” But 1 ‘couldn. pin st down with any 
7 confidence more tightly than that. 
es | Oe Doctor, what are you regarding 
ae as the onset of this* change im his: clinical condition 
23 that you have described? 
24 
25 
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Be In that scenario I was regarding 
the change in his condition described at approximately 
3245 “COPCLOUNGO Seleck teks sorningeokothes h2 theohimarch. 

.- Gould t-askevou,. Doctor, to take 
a look at the progress notes of this child commencing 
ac@page GSgmeDo-younmhavgertnat;. Doctor? 

Be Yespul “naveepagen65¢ 

Os You will see there in the 
middle of the page a nursing note for the period 3:45 
in the morning to six o'clock and as well back on 
page 63 a note by Dr. Costigan as to events at 5:30 
in the morning. Do either of those notes help you 
in terms of what you were regarding as the significant 


alteration in condition which you have described? 
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TORONTO, ONTARIO (Cpenen | 5789 
1 
AS I was referring specifically - 
eC well, I took alll of thistamtonconeideraaw.on- butel 
4 was referring specifically to the note in the middle 
5 of the page on page 65: 
. "0345-0600 Marcha 12/8b". 
Where a comment is made: 
é ",..attempted to feed babe and his 
8 behaviour was entirely different from 
9 the other two times. He was lethargic 
10 | and Jimp am my arms" 
11 His api cailarater 84s Svery Arregular, 
12 monitor was showing bouts of tachycardia alternating 
with periods of bradycardia and rhythm strip showed 
‘ OceGasdonale 2 tol rblockie: 
i Then more descriptions subsequent to 
15 that. From the: chart there seemed to be a distinct 
16 change from what had occurred from his condition 
17 earlier following his admission. 
18 Ox I suppose the difficulty that 
19 we have, Doctor, is that the nursing note on that 
page covers a matter of several hours in describing 
= those: symptoms, and ateis not, Desuggest ‘clean tron 
: that note as to when those symptoms actually took 
oe place, when those manifestations actually took place? 
23 . A. Thats correct. 
24 
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TORONTO, ONTARIO Kauffman, dr.ex. 
(Cronk) 
OF But we know from page 63 do 


we not, that when Dr. Costigan made his note recorded 
to he at 5:30, that he was recording having seen the 
child because of anxiety and the bradycardia, and he 
then described the drop in blood pressure and the 


varying arrhythmias recorded on the rhythm strip? 


se Right: 
Os Thay Letat4+5:S0taeenight? 
A. Right. So there is some 


ambiguity as to the exact time that these symptoms 
evolvejiand I®suspect 8that®tney “evolved%over ta period 
of time from the time they were first noticed until 
they are described, or have been described by several 
observers. 

Or. Doctor, could I refer you please 
as well to page 8 of your first report to Mr. Wiley. 
In the portion of the report dealing with Kevin Pacsai, 
in the third full paragraph, the issues of the likely 
dose and the likely time of administration are 
addressed. You indicate midway through that para- 
graph that in your view: 

"...the development of hyperkalemia 

over a 12-hour period in the absence 

of severe renal failure suggests 


digoxin was given some hours before 
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"the onset of critical symptoms". 

DOMIL *correctily have 1tF Doector; 
then, that quite apart from the concentration of 
digoxin found im the fresh Lung tissues; that you 
thought that the development of the hyperkalemia 
as well suggested a more progressive development of 
digoxin toxicity? 

A. Yés;7Fehat i1Ss“correct: 

O% And, Doctor, you have suggested 
as I read it in the next’ sentence, that this child 
could have received an excessive dose of digoxin 
orally at the time that he received his last prescribed 
dose, that is llwoe'’clock? PP700%p am onthe -évening 
Of March Lith, @do*iehave thatvcorrectly? 

A. Yes. It occurred to me that 
MmeLooking, tryingsto Hook vatwal the possibilities 
that one alternative was that he could have received 
an excesSive dose at a usual dosing time rather than 
a non-scheduled dose being administered, since I felt 
that the highest probability was that he had received 
it some time, some hours prior to development of his 
symptoms. 

Of And you suggested as well, 
béctor?> asi *read"vour report, that Né could have 


received an excessive dose at both prescribed dosing 
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times on March the llth, in this case that would make 
it at 9:00 a.m. and bisj00.0 7m. awhensthe doses appear 
to have been administered to the child, is that your 
view? 

A. I thought that was another 
possibility, yes. 

Oy The medication record for 
Kevin Pacsai, Doc eae indicates that on March llth - 
perhapsal wwould ask you .to stump .to.this ,.this is at 
pages.&S0 of the medical "record. Do you Have- that, 
Doctor, page 80? 

A. JVUStea moment. Okay. 

Os The medication and treatment 
record indicates tha tate Ll: 00 sp omyn.onaManren Lith 
the ;child.recei vedsa02, 1s that milligrams; Doctor, 
orally? 

A. I assume that is milligrams, 

I see mgm, then po BID, so I assume that is milligrams. 

Ox And appears as well to 
have received a like amount at 9:00 a.m. that morning? 

A. That..1 Sjcorrect . 

Or. Doctor ppdealing «only tor the 
moment with the dose at 11 o'clock on March the 11th, 
is that.amount,the .amount .recorded <=-— 
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this possible? 

MSe “CRON eet ame sOrr yy -SLil. 

THE ‘COMMISSIONER: ~>I*don*t* understand 
this. They are’all dated the llth of March but the 
9200 AsMl One tee cnet =, ames OCr ys 

MS. CRONK: My understanding Mr. 
Commissioner, was that at 9:00 a.m. on March the 
llth the child received a maintenance dose in tnat 
recorded amount and then he received a second at 
ll that evening. 

THE COMMUESSTONER: Yes, thatwrsy aLll= 
ves, salt rione. 

MS.-CRONK: That pertains of course 
only to the digoxin.He received a number of other 
medications as noted. 


THE COMMISSIONER: THAteWas lL thac 


evening? 

Me. CRON: “2100 NOuUrsS. 

THe WLTNESS: . iT am confused’ 

MS. CRONK: I am sorry, 9, I am saying 
De TtY 7s" 9. 2 rOuUT are Gutter inc eit, ene 


mathematical error, the timing error is mine. 
THE WITNESS:" "= am”contused, I am 
not sure what actually happened here. Because on 


medication sheets like this, when the order is written 


8 Ma ae 33° dtr Pee, 
Sertas ne t ay 


M8 pabbas mss aby yh wort, : 
_ a pis 


nt, HomeM mg) mp, 0O=€ 7 cine 
hntiae ad 9aQb sits inten Bs BLE 


4G biome 8 hsv iesey sd ctarlt! BB tit 


fi > 


SDs eltens  eey =Piscite eT HMOD ae iy nt 
styvuod 10 eolsgreqr aa ' /aMORD re " | Le) 
fo 30 .te sada es itched al 1 
 bodod Be anctyaainem e 
rote J! eew tadt’ SAMOTeeINMeaTHe ie . as pe 
‘eninavs a 
s<eugor NFS + AOR: +a . it 
-bardines mer ‘Seen T ei sare wt 
pnivges os 1°, 8 yare8 ae t rae - aM | . ler 
sit jiLe titper atiup arn vor a@ Os tL git 6 
enim -2L stows eitlot is 9ni4 20429 ec eee | 


aS. 


seirw SS! 15b20 sit nerw <einigegnAst atsodei moidboiian 


mL ,hegianos. tig lL:  SSouT Te: ant : ( 


fie savegSsd ,oxsH Baneqqed. opumtigon eee Site Jon 


ANGUS, STONEHOUSE & CO. LTD. Kauffman ’ dr.ex. 


TORONTO. ONTARIO (Cronk) 5794 
1 
2 off, at least in our Hospital, the way the drug is 
8 to be given is written on the medication sheet just 
4 as it is here and the times that it is to be given 
5 in the eure PS Written, and then itis 2nitralied 
only at the: timespthatast ispactually,givensd It 
p appears to me from this note that the first dose, 
j the word "start" is there and the nurse's initials 
8 underneath it, the first dose was administered at 
9 21. 0Deonesthen11 the 
10 On Anahi hataninistpessables-—-— 
11 A. No dose was given at 900 on the 
ie llth, that was simply the time from the order that 
it would be given subsequently. 
18 Qz I see. Well, dealing then, 
is Doctor, just with the dose which you feel most likely 
15 to have been given, at least as recorded, the one 
16 at 9:00 p.m. thatwevening;:if;pthe amount that is 
17 - recorded in the medication treatment record was in 
18 fact the amount that was given, that is if .02 
19 milligrams, was igiven.tosethe;child, j|could ithat 
account for athe ensuing ~clianvcal course and.\serum 
a digoxin .lewels jfound; imigkhais;tehadd ? 
a Be Nom+:I don't thanisiso. 
22 Ons DIOCrOYr #idife at that time - 
23 well leaving aside then for the moment the issue of 
24 
25 
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ANGUS, STONEHOUSE &co.LTO. Kauffman, dr.ex. 5795 


TORONTO. ONTARIO (Cronk) 
1 
2 an excessive dose; as I understand it you did attempt 
3 to calculate what in your view was the very minimum 
4 dose that the child could have received to achieve 
5 those levels? 
: MR. OLAH: Perhaps my friend 
before she proceeds,’ would like to put the 
; time that the potassium sample was taken at 1745 
8 the evening before ,that may assist the Doctor in 
9 terms of the time parameters that he places on the 
10 administration, the possible administration of 
11 atigoxin's 
12 THE 7COMMLSSTONER: }»>This.is the,.level 
of, what page are we on now? 
| MR. OLAH: Page 81 Mr. Commissioner 
“i and you will see in the third column, the venous 
15 sample jisttakeneatts /454pim. enyMarch; the..11th: 
16 THE COMMISSIONER: 5:45 3.9 you 
17 mean: 
18 MR LOLA Alateisa the -6.9,.and J 
19 am just wondering whether that would assist the 
Doctor in terms what outside parameter on when 
a possibly digoxin was administered. 
= MS. CRONK: Ore 2, oMesorury, DOCEOr, 
22 T am not: sure that, Ilomoblow ythiss 
23 Ne Ix AIMNOtAsuTres: that. Jo weather. 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kawtiman, .<dr.ex. 
TORONTO, ONTARIO (Cronk) 5796 


THEY COMMISSIONER: ~The point ts that 
apparently if the potassium was 3.9 at 5:45 it is 


unlikely that the digoxin had been administered at 


that time. 

MR. OLAHE@SOr prior "thereto. 

THE COMMISSIONER?~ Yes. 

THE WITNESS: I would agree it is 
unlikely. I think we have to remember that 


hyperkalemia is’ not a ‘conSistent finding in digoxin 
LNitox1Gation;obusmay Of may noLMoccur. 7 *soeF *think 
the normal potassium, the potassium in the normal 
range and I am talking in generalities now, not 
this specific case necessarily, but in general, you 
can't assume because the potassium is normal that 
there was or was not digitoxin toxicity present, 
and I just wanted «to quality °any conclusions *that 
might be drawn by saying that. 

THE COMMISSIONER: Possibly the fact 
that the potassium level did rise at the same time 
as the digoxin level might indicate perhaps in this 
particular instance there was a relationship. 

THe WLINESS: YSres es P@think that rs 
a likely possibility. 

MS'y @CRONK 23 0)? * Anca *to "LoLrrow my 


friend Ysthotghte "rurthier, Doctor, “it. 1s clear tract 
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ANGUS, STONEHOUSE & CO. LTO. 5 79 7 
TORONTO, ONTARIO Kauftimangr ar. ek. 


(Cronk ) 


by 6:30 the following morning, even though the 
sample taken at that time was slightly hemolyzed, 
we see a marked increase in what the serum potassium 
level was? 

A. Yes. I think there is no 
doubt looking at the two levels at 6:30 and 7:20 
that the potassium was really evelated by 6:30 the 
following morning. That level was a little bit 
erroneously high because of the slight hemolysis, 
but I still think it reflected a true elevation of 
potassium. So I think what I was assuming when I 
evaluated this, at least looking at the potassium 
was that if a toxic dose of digoxin was administered 
it was some time during that 12 to 13 hour period; 
if that addresses your question. 

ee PuankaVouUy, LOCtOr. -DOCLTOr, 
I will return then in a moment to the suggestion that 
you have raised as to an excessive, dose having been 
given, to the child at 9:00 p.m..on. the. evening .of 
Warch. the. lith., 

May we deal however for a moment with 
vour.own.calculationg-ass.to what you feel to have 
been the minimum dose which could have been given to 
the child to produce the levels that we see in 


serum and the tissues. You have done as I understand 
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ANGUS, STONEHOUSE & CO. LTD. 
TONGHTOTONTERTE hausiman, dr.ex. yoo 


(@rconk) 


it those calculations and have reported upon them to 
Mr. Wiley; dol Have that correctly? 

jes I believe so, yes. 

oy PC pele Le VOU; DOCtOL; to 
the last paragraph commencing at page 8 of your 
first report towMr, Wiley. ceuld, you help us first 
as to what the minimum dose was that you calculated 
in this case? 

A. The minimum dose made from 
my assumptions was, and I was talking about an oral 
dose in te Situation, .7 milligrams which would be 
contained in 14 millilitres of the paediatric oral 
eles. 

On For the benefit of those, 
Doctor, Looking purely at your first Teport at. the 
moment, as I understand it the actual numbers were 
changed in your second reporting letter to Mr. Wiley, 
once again because originally you had done your 
calculations based on American preparation as opposed 
CG Canadlan. 

A. No; Le was an error put Ve 
Was a typOdlLapivca error. 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Kauffman, dr.ex. 
(Cronk) 


@: prgit. “sori any event, Doctor 
Once the typographical error had been corrected you 
were talking about a minimum dose of .7 milligrams 
insta volume orv14 millilitres? 

A. thot es COCcrec t: 

hs ANGwEhat, Doctor, was with 
respect to, as Iead your=report,-a”-dose of “the oral 
elixir? 

A. BRaCALSs -COrrece . 

Q. Youshave *also “indicated, Doctor 
and ‘this “vs -at “page "9 hof “your*report,; “that that 
dose and that volume of the paediatric elixir would 
"be quite possible”. Can*vyou Help me, Doctor, “as to 
what you meant with that statement? 

A. Okaye * The description of 
this infant prior+to him*being descrrbed as sick, 
some time the early morning of the 12th, was that 
he was taking feedings, was crying lustily and was 
sucking well. So it seemed to me that it would be 
quite in the realm of possibility for him to be 
given this type of volume orally and have him retain 
it, because his condition seemed to be, according 
to the description on the chart, of an infant who 
would be able to swallow it and retain this volume 
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ANGUS, STONEHOUSE & co.tto. Kauffman 1 Oor.es, 5800 
TORONTO, ONTARIO (Crenk) 


Oy. And Doctor, having regard to 
the amount that was actually prescribed to be given 
at 9:00 p.m.-on March 1ith, 2O2:milliioqrams, assuming 
that your minimum dose was the dose he received, 
that would be greatly in excess of the amount of 
prescribed dose, would it not? 

A. Tees correct, The 
concentration Of Gigoxinein, tne pacdiatric elixir 
is .05 milligrams per millilitre and he was receiving 
-02, so that-would be contained in a volume of .4 
millilitres. So his prescribed maintenance dose 
would be contained in a volume of .4 millilitres. 

ee Whereas the dose that you 
are postulating as the minimum would be contained 
in a volume: ‘of, 14 mit ta larres 

A. Theaters Corrects, 

THE COMMLSSTONER: “loamca Littrie 
lost, what is the correction that should be made 
and where should it be made in this? 

PHBE Wit Nese sO  kiecient erst 
partial paragrapn 2b thestcoo of page 9. 

THE COMMISSIONER: Yes. 

| THE WITNESS: The fourth line down. 
THE. COMMISSIONER: “Yes. 


THE WITNESS: Says, "With these 
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line on the Sth. ae i. 


Ms. srsuae a you ive me the 


oormeact mumber pleave. + : 


“THE WITNESS: ‘The correct sumberc 


oe. 0. 719, iy : 
VE ‘th | 4S. SYMES* . Thank you. 
13 THE WITNESS and én the leat | ine 
a _ Of chat sam@ paragraph thé correct valune ia 14 

13) : . 

1 MIdSLALC SSS rather than 215 to 9. 
My | 

0. hd both of thore corrections, 
ed Doctot, a8 2 unterstend Le were cutlingad by you in 
i6 our second reporting letter fo Mr. Wiley? 
ee Ae That bs correst. 
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ANGUS, STONEHOUSE & CO. LTD. 5801 
TERNS HOLT S Kauffman, dr.ex. 


(Cronk) 


assumptions a dose of approximately .133" and that 
should be 07a 

MS. SYMES: ~Could you say that again 
please. 

THe COMMISSLONER: ~0O.133 on the fourth 
line on the 9th page. 

MS’. SYMES= ».Could you give me the 
correct number please. 

THE WITNESS: The correct number 
fos Ons) Lo. 

MS", SYMbeew a lpanik VOU; 

THE WITNESS: And on the last line 
of that same paragraph the correct volume is 14 
nNiLiali Cres rather enan. 27 o8bo 

OF And both of those corrections, 
Doctor, aS I understand it were outlined by you in 
your second reporting letter to Mr. Wiley? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr-ex; 
TORONTO, “ONTARIO (Cronk ) 
Or Doctor, may we then just go 


back for a moment to the calculations you just 
described for -us;prana Tets VYook"at thes amount of 
the dose that was prescribed to be given at 9:00 p.m. 
On Marcn¥aigmene 

We know that is described in the 
medication treatment record as being .02 milligrams 
to be given orally. 

A. Tia ls. corree ts 

OF In what volume would that 
be contalned*in; poctoreyeiaving regard co the forms 
of elixir that were available? 

A. That dose would be contained 
En T4 nee Ley e ress 

Qn Are ecout. And you wad 
concluded, *Doector;, that the minimum dose in your 
judgment that would be required to result in the 
levels found would be contained in 14 millilitres. 
bo *il “have that *correctely? 

A. That is an estimate given the 
assumptions I outlined: 

‘oy | RPohie. 

A. Tt Coula be*a Erttle less, it 
could be considerably more than that, depending on 


what assumptions you want to put into the formula. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. Be 
TORONTO, -ONTARIO (@TOnK } 


O8 Pyeake* ier then, Doctor, li we 
postulate for the moment that an excessive dose was 
given accldentatla- aT error cto tars Childvat 9:00 p.m. 
on March llth, it would have to be a mistake involving 


a considerably larger volume of digoxin than had been 


prescribed? 
A. Miata To correct. 
THE COMMISSIONER: About 30 times. 
THE WITNESS: Yes, 2 taisran 


inconceivable error because the individual would have 
to use a different container to administer. 

Ms.) (CRONK: OW Doctor you reserred 
a moment ago to the assumptions you made in calculatin 
this dose and told us I think that if the assumptions 
were an error the dose might be a little bit more or 
a dattile bit less. 

May we turn first to the assumptions 
which you did make and could you briefly outline those 
for us, please. 

pNe The assumptions included 
that the dose was given orally and since it was given 
Orally /0270f- the dose was absorbed. 

I assume a serum half life of 30 hours 
again. I assume that distribution had essentially 


been completed so that the volume of distribution 
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5804 
ANGUS, STONEHOUSE & CO. LTD. Beutbiman, Gdr.ex. 


TORONTO, -ONTARIO (Cronk) 


I usedwas 10 litres per kilogram, the same as I had 
used in other apfants, 

I picked a mid-point for time within 
that 12 hour period, and a time that would allow 
complete distribution, and so I selected 6 hours to 
plug into the formula. 

I assumed because I didn't have any 
certainty what the real number was, that the concen- 
tration at the time of death was 15. I think based 
on what you told me you could legitimately assume 
10 .64Or 2m and your numbers will come out a little 
differentiy, butp.l,donitthaink, Bhat thesbacic judgment 
LS alivedifferent: wAnd.| assumed anaelimination rate 
constant the same as I assumed in the past of 0.231. 

| QO. DOGtarw,.would wescorrectiy 
infer from the assumption you made that the dose was 
given orally, that thatvwas 1nnyoOur views Lheemosre 


likely method of administration? 


A. That was my feeling, yes. 
‘oF VOUshatve o-OlLCeuS,. Doctor == 
A. But sl thanks there.1siviptually 


an equal probability that it could have been given 
intravenously sometime yprionr.to.... 
er. I understand, Doctor, excepting 


always the possibility of an intravenous large bolus 
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5805 
ANGUS, STONEHOUSE & CO. LTD. Kaui, “ir vex. 


TORONTO, ‘ONTARIO (Cronk) 


dose shortly prvometortie onseue-— 

A. Geecouldn*’t reconcile thatowith 

the picture I saw, no. 

| @ DOS tory ashyous know; 
Dr. Spielberg has testified with respect to a number 
of these children including Kevin Pacsai. 

He has suggested in his evidence that 
one possible explanation for Kevin Pacsai's levels 
both in serum and in tissue and of the fact that he 
re-established sinus rhythm following his transfer to 
the Intensive Care Unit is that he may have received 
an excessive dose of digoxin. This is found, 

Mr. Commissioner, Volume 55, page 2314. 

THE COMMISSIONER: Yes, but that is 
not quite what he said. You haven't finished what 
he said? 

MSE. CRONKS No, I haven't finished. 

OF That is possibility number one. 
He has suggested as well, Doctor, that another 
explanation might be that increases in the serum 
digoxin levels of the child might have occurred as 
a result of loss of digoxin during life from tissues. 

I would like to read a portion of his 
evidence to vyousinBthateregaras© ft ssVfoundvatr 


Volume 55, page?2325,P6i15% 
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ANGUS, STONEHOUSE & CO. LTD. Rattiimar, dr .éx. 


TORONTO, ‘ONTARIO 


Was Dr, 


(Cronk) 


Commencing on the fourth line, this 


Spielberg's evidénce, Dr. Kauffman, on this 


possible explanation: 


"T'think the’ other possibility has "to 
be. "considered, that in light of other 
babies that we have now seen, as well 
as the published literature that 
increases in serum digoxin level from 
tissue loss may have occurred in this 
baby, thus the baby's serum concentra- 
tion would have been increased, but 
the concentration at his myocardium 
might not have been increased, and in 
fact might have been slightly decreased. 
Because again to go to a level of 10 
orS20 Sfreom@atlevel of Th8..is%a tvery 
tiny “fraétinnvet* loss Por “digoxin -as 
we discussed yesterday. We are not 
talking about massive digoxin release, 
we are talking about probably two per 
cent, maybe three per cent, very, very 
small amount of release, from mechanism 
that again in honesty we don't under- 
stand except that we have seen it in 


other patients. 
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1 
2 
"Thus we have a Situation where the 
4 baby's total body digoxin was the same, 
4 but where his serum level in fact was 
5 higher. Under those circumstances I 
6 find it easier to imagine the child 
7 GoLngi backeuneo Ginus chythm..,The fact 
8 that he then reverted to an abnormal 
| rhythm is basically what had been 
? happening,tosthe child all along. In 
10 fact the child had tremendous rhythm 
11 | disturbance and was going up and down, 
12 and up and down, and that he finally 
13 died fromasrhytam distrubance,is-not 
14 surprising. 
Ee Thus I think the three possibilities 
that exists in the infant, that I have 
a to at least consider pharmacologically 
7 (are) one, accidental or incidental 
18 administratvon of “dlgoxin;: and “two, 
19 abnormal pathophysiology with a rising 
20 serumdigoxin develewas a result of 
11 phenomena that again we do not under- 
- stand, but that in fact we see." 
I would like to deal obviously, 
. Doctor, with the second possibility that Dr. Spielberg 
24 
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has advanced, and that is what he described as the 
abnormal pathophysiology of this child could have 
accounted for @aPredistrtburiven"or-loss Of digoxin, 
tE@youswill??* frem erestessor ehe child; -during life 
to serum accounting for elevated serum levels. 

I would like to refer you as well, 
DOCtoOLr, *+t6 page™o of yourVown reporting = Tetter to 
Mr. Wiley, the second paragraph dealing with Kevin 
PacSai in which you had said: 


"The inherent dysrhythmia of this 


infante=a* 
pNP I'm sorry, where are you? 
QO: Pager) OEE yOul rir st ereporting 


letter to Mr. Wiley, and this is the -- 


A. TRat-doecsnt!== 
OF The second paragraph. 
A. Oh, the top of the page, okay. 
THE COMMISSIONER: Tice LErst Full 
paragraph. 
THE WIVENESS’: ¥Es". 
MS’. CRONK: Oo. © "rhe “inherent 


dysrhythmia of this infant probably 
made him exquisitely susceptible to 
digoxin-induced fatal arrhythmias. I 


am aware Of no “evidence that no other 
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1 
2 
"medication or other agent was adminis- 
: tered which may have contributed to 
this child's death." 
5| Thatawas\ yourhopinaeonmer Ahe timeqin tak esat? 
6 De iia s. eae, 
7 Qe Doctor, in these circumstances 
3 and having regard to the opinion expressed by 
Dr. Spielberg and your own knowledge of this child's 
: condition and disease state, could in your judgment 
- his particular pathophysiology account for both the 
11 circumstances of his death and tne digoxin levels 
12 found in tissues and in serum? 
13 A. iedonttrehmnkesot Ate the 
14 time I wrote this report I was not considering the 
i second hypothesis that Dr. Spielberg advanced. I 
subsequently have, of course, considered that and 
a theughthaboutwart. 
_ What I meant in the first sentence of 
18 the paragraph you just read really had no meaning 
= ao iniirélation totDreaaSpeeliberg'sticomments; andemaybe fT 
20 should address what I meant in that sentence. 
ml This baby clearly had an underlying 
x dysrhythmia problem. That was documented on admission 
to the other hospital, so with or without the digoxin 
7 he had a basic underlying problem. 
24 
25 
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Babies with various kinds of dysrhythmias, 
including the one this infant apparently had, are 
much more susceptible to drug induced arrhythmias which 
can be life threatening, and digoxin of course can 
dosthate 
So what I was saying here is that this 
in-fact could have had a life threatening arrhythmia 
induced by digoxin at lower concentrations than you 
might - than would produce a fatal arrthymia ina 
child who had a normal heart. That was all I was 
saying. ae 
Oz I see. 
A. Now in response to the 
comments from Dr. Spielberg's testimony which you 
just read, I said I wasn't considering that hypothegis 
at the time I dictated this report. It was something 
that I had never thought about. 


Subsequently I have gone back over this 


: ’ 
case with that in mind and attempted to see whether 


Innobhecould fisiithate concept. into this! particular 
case. There are several factors that make it diffi¢ul 
for me to ~aqree with Dr. Spielberg's hypothesis in 
this specific case. One is that although this child 
had a Life, threateningvarrchythmia at, McMaster 


Hospital and was in severe acidosis, he recovered \ 
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rather rapidly and was apparently physiologically 
normal at certain. times subsequent to that event 

He had an anatomically normal hear 
at autopsy. He had normal blood gases when they were 
measured following that initial event when he 
almost died. 

He had normal potassium level when 
it was measured on his admission here and then it 
subsequently went up over the next 13 hours. 

At autopsy there was no deSGeey Eton 
if I remember correctly of any significant Toad 
damage so it is aka ions for me in the absence a 


an anatomically abnormal heart, and the absence of 


; acidosis and hypoxia, in the absence of evidence 


| 
| 


myocardial damage at autopsy, to accept a hypothesis 


with any degree of probability that explains tissue 


redistribution out of the myocardium. to explain an 
elevation in the serum. 

© think’ Gne has to consider it Ae 
Gonsider it serflously, bWMEne justecanitkreconcrle\it 
with the facts as I see them. 

Or. | Doctors Tetrake itt Ctnbatbryou 
would agree that there can be cases where the particu- 


lar disease tstateiof rthe ichblkdyorwhostor rhenrpatho= 


physiology, to use Dr. Spielberg's language, could 
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well account for an elevation in serum digoxin levels 
during life. Would you agree wth that? 

re | A general answer to your 
question, I think that is possible, yes. 

On End; sDoeror,/ having regard 
to the particular <dysrhyenia 2com whiten this child 
was suffering that you yourself described as being 
(a) both inherent and (b) rendering him in your 
language exquisitely susceptible to digoxin toxicity, 
is not possible, Dr. Kauffman, that the underlying 
cardiac condition of this child ae sufficient to 
cause tissue damage during life so as to cause that 
kind of release of digoxin? 

A. I suppose it is possible, 
but there is no evidence of it from the autopsy 
report that I am aware of, and I would expect to 
see some evidence at least microscopic that that 


had occurred. 


OF Yes. 

A. Maybe we can look at the 
autopsy report. 

On | rewoudd ask you, Doctor, 12 


you would, to turn to page 94%ef*Pacsaits medical 
record. That is his preliminary autopsy report. The 


final autopsy report, Me.gCommissioner, 1s Exhibit 106 
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I don't know whether -- 

THE COMMISSIONER: Teco: t 42s 
right Walth: Zits. 

MS. « «CRONE: as Doctor, we see 


firstly .contirmation -thateat cautopsy <- 


A. I'm sorry, where are you? 
QO. Page 94. 

A. Vou are: not om the exhibit? 
Ox No, On page 94, the second 


paragraph under the short history. 
| A. Okay. | 

oe We see confirmation that at 
autopsy the child's heart was anatomically normal. 
Do you see that? 

A. Yes. 

QO. And then continuing with the 
description of what was seen at gross autopsy, 
there was presence of congestion in several organs, 
there were petechial hemorrhages of the thymus and 
recent hemorrhage of falx cerebri are most likely 


related to hypoxia. 


A. —S' Right. 

Q. And then the discussion is 
about cultures: 

ve Rigen, 
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OF And the absence of any evidence 
of infection. 

Could not the hemorrhages reflected 
in the gross autopsy and indeed in the final autopsy 
report constitute evidence of damage to the muscle 
or tissue of ‘this “child porentrally sufficient to 


cause dislodging of digoxin from tissue? 
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A. PeaOnet Liink.cnce Mortem. 1 


think those are terminal agonal changes that are 
commonly seen in autopsy related to the hypoxia and 
acidosis that supervenes during the resuscitation and 
the death of the individual: 


0. Velo DOCtOL, . Grant, vou that 


this --- 

A. IT don't think that we know 
that these were ante mortem changes. 

0. Doctor, .. Grant. you that the 
pathology findings reported in this case on this aspect 
of it are quite different than for example we have 
seen in “the’case of Allana Muller where specific 
mention was made of extensive resuscitation trauma. 
However, I draw your attention to the findings under 
Anatomical Diagnoses and, in addition to the 
hemorrhages to which I have drawn your attention, 
mention is made of an infarction,. described as an old 
one, to the left kidnev cortex. 

A. “HLs “1s still on page 947? 

0, Yes, still on page Y4, Item No... Gi, 
Doctor, under Anatomical Diagnoses. 

A. Ves. 

Q), There is evidence of an old 


infarction to the left kidnev and as well of stress on 
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the thymus and presumably effect on the organ itself 
from that stress. Could either of those pathological 
fandingsiintyour Vvieweaccountiforedisdodging of digoxin 
from the tissues of the child? 

A. Testpposesttais,possibie. I 
think it is somewhat unlikely. During that three-day 
period the infarction teedescribedias olde ei. don't 
know what is meant by that, whether it is days or 
weeks. This type of thing happens in kidneys sometimes 
due to reduced flow through the vessels to the kidney 
and may have indeed happened the four or five days 
previously when he was in shock at McMaster. The 
thymus in babies who are stressed commonly decreases 
in size over a period of time and I have no idea what 
the digoxin content is in thymus, I have never seen 
any data in which that was measured. Bit I suspect 
that the thymic change was a change that took place 
over a period of weeks, days to weeks prior to his, 
even maybe prior to his admission to McMaster because 
he was sick for several days even before he went in 
there and is a response to the illness and the stress 
that he sustained during that five, six day period. 

0. boctoratvouraretfiamiliar -as I 
understand it with the case of Gary Murphy, a child 


who died at The Hospital foriSackeChtldrenein, Aburl 


Of tare year? 


oT %o eam $aios qf es Anoy 


“— 


dou .8b 41 alkene Y 3 


: 
yaneuvets Ja veiawG: .vifibine a ah 


ar ms Mate uP 
eet | , 


t¢ aE acl ' 


a 
-_ 
na 
- 
Bie 
* 


1a AT IOe O bu FLCRs sali 


| =) nb.) 4 2 sarin ¢ 7 .a 002 ay ne ame 


| | are a 
[ace a: mh ? 3iagral ii (10 .ote aaa . 
| 7 - up 
_ owesvorls rnb td Wo tebaa ges os sub nT 


a 
oO 


jo? 4 bongasd Fame, ove spam i 


—_ "fe . i} 7 
ri i Sew Odi, harks “Tadoiyv ; 
; | a ). 
Simon. beerotite saptnaiiw esiditiva?r sup a 
‘i : 
‘ Ja o> io 20 DOisod f- Fore Bere 0 
ib! 
764 7° , aos al SP eines nixopsh..« 
‘Pi 
na &§ 2s boivenem wae? tlw elpbh Vite . 
Lond ‘te ayantior © See somes ‘n2mgis (ats Aerts vi ' 
i] . 
Oo? Bealiy pstoow Of e¢yek {eieov IO Serioe7 5. rvs <f 
4) 
, a” a ” 
Sr ING enor Od BOLeS WHA iaet ss TSLag AdvAn neo sj : 
7 - zi ] 
how of @ IOS whe avybb @esevaa Toi Asta shy ». fe 
~ B17 Dae Heepil rata. os eanoqasy 6 at ben otis 
sad ; - : O° é 
| ylrog yoo He , SVE Jo DH baatitsece ari tars | : 
: , : if 
| | oa) Ist Times ote soy’ .xsosuge Hn 
, * 
‘ftifs « wipe de seed site IIa dé Brbyeroin =f 


Do Lt oily 


ssid Wo 


ANGUS, STONEHOUSE & CO. LTD. Kautiman, dr.ex. 5617 


TORONTO, ONTARIO (Cronk) 
A. Yes, loam. 
0, Indeed, as I understand it you 


testiftiedsacethesinguesreot tharichiad? 


A. Yestathataistconrects 

0. is <hatncorrecteenoector? 

A. That vs correct. 

0), Deetorgel.wouldedikeyvtordraw 


your attention to certain portions of your evidence 
fromethetingquestiofeGaryaiMurphy ss Dosyou have 4 
transcript of your evidence, Doctor? 

A. ELhavevyaccopy, silothinkerst is 
the same. a 

0, IT would ask you if you would, 
Doctor, “to turnproywpage Bo saboayvoushave thats Doctor? 

A. Less 

0, DOCHOE Rash launderstandurtetyou 
were asked at the inquest to outline what you felt 
might be possible explanations for the post mortem 
serum digoxin levels found in Gary Murphy and that 
you in fact didi outlinesalnumberiof possible 
explanations but that you preferred one and expressed 
a preference in terms of likelihood for one as opposed 
to the others. Do I have that correctly? 

A. rhakers Corrects 


0. hndearbiecorrecttas weds. Doctor, 
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that the post mortem serum levels on this child were 
considerably elevated; indeed, at the Centre of 
Forensic Sciences they were as high as 32 nanograms 
per gram, althoughpethesreadings iat The Hospitalsfor 
Sick Children wemeshs. iy toethatucorrect2 

A. That thsacorrect. 

0. Abi euiqnbyarDockor,; yourp,fifth 
and preferred hypothesis in this case, as I understand 
it, is recordedgigfoutltinesatrtherntoptoicpage 39 of 
the transcript ofnyour ievidences..sltsreadss 

UThnEKELE thyhypothesieuor i thearynis 
that the gradual worsening of his 

Candiac eonditron jathescontinuing rand 

progressive damage to his heart muscle, 

his increased lack of oxygen, which is 
called cyanosis, his reduced output of 
his hearG,scardiac output, the 
profusionp+of his tissues,resulted. in 
danage to these tissues either 
functionally son.in some cases by the 
autopsy actual cell death of some 
tissues, thereby releasing bound 
digoxin into the serum compartment or 
into the extra saline fluid which would 


then +di:Efuse aback -intorthe serum." 
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ANGUS, STONEHOUSE & CO. LTD. Kantian, “arcex. 5819 


TORONTO,, ONTARIO (Cronk) 
A. Saline is a typographical error, 
it was extracellular. 
0. And you continue: 


"There is very little known, if any- 
thing, y inetherd. i teraturesabout: the 
effects of these kinds of severe 
physiological derangements of the 
ba ndinorore diqoxk ine and) oso;eqd tities 
difficult to present objective or 
conclusive evidence to support this 
hypothesis but from what is known 
about the characteristics of the 
binding sites I discussed this morning 
and the nature of the binding of 
ALGOxan-tooEhi ss Material,“ ChLssis 
certainly pharmacologically reasonable 
and rational." 

Doctor; thaviwas-vourl) preferred 
hypothesis or explanation for the elevated levels 
found? inaGarysMurphy) Vyasa Henoe? 

ee THateisSieorrect . SSkVchinke that 
eol phacegthat in context 1eeis. important townote: the 
qualifications I pute on that® before Tofferéd it. 
Gary Murphy was a very puzzling case to me and I wasn't 


aloneounithat. * inettooking~at“cary-Murphy*he*was;, as 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 5820 
TORONTO, ONTARIO (Cronk) 


you know, I think six or seven months old at the time 
he died; he may have been a little older than that, 

I don't recall specifically. He had had severe 
cyanotic Neart disease irom tne timesot birth. “He had 
an -extremely=tunusuatly “complex type of ,congenital 
heart disease or complex of congenital anomalies which 
caused him to be severely cyanotic from birth. 

He progressively deteriorated during 
the several weeks prior.to his death*™to’ the point 
where the surgeons and the cardiologists had apparently 
told the parents that there really wasn't anything 
Curative that thev “couldvotrer *himand apparently 
from the chart the decision had been made to not be 
heroic with him since he could not be cured, keep him 
comfortable and not take the usual heroic measures 
to preserve his life. Because of that there is very, 
very minimal documentation on his chart regarding 
laboratory studies, including blood gases, electrolytes, 
blood urea "nitrogén and digoxin levelsmbecause I 
suspect a minimal amount of manipulation was being 
Carried out with this ehniiid@ecamply tosreduce his 
suffering. 

So, we were handicapped in trying to 
assess his" case becauserot *a posityvofinobyectiveadata,. 


Tn lookingeat Eheventsavetpicture 1t was difficult. then 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 9821 
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to come up with any clear explanation for the post 
mortem digoxin concentrations that were observed in 
ERAS oChadds 

S6) looking’ at all» the’ possibilities 
Ivcouldni teexplain at byerenal+failure," I? had* no” data 
upon which tovexplaah Lteby+ acidosis’ alonesy’ although, 
I thought that he was probably acidotic in the hours 
prior to his death because of his severe and 
increasing hypoxia. So, I had to consider all the 
possibilities amd the othert® four: possabiltties that 
LS could: ta@nkeoet ,2AIVeoutdn®s Lreconca le wethewhat 
information I did have and this was the only 
explanation? that® T-could?thinkeor’ that Lf thougnit-could 
fit the picture but I was-never totally, comfortable 
WLER Tt®and + I[tthink-I mMade+thaty clear anvmy testimony 
at that, time. 

0. Timisorry, Doctor, 1 didn't 
mean to imply that you were saying with certainty or 
certitude that that was the explanation for that 
child's levels. 

A. Tutndersetandethat thee tedidn' t 
wantutotlet thatemisconceptvontexist either Tothank 
what I said in that testimony specifically about that 
concept has to be interpreted in the context of all 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. Sie 
TORONTO, ONTARIO (Cronk) 


0. Weil sDoctor;,. my point to. vou 
is simply this. Isn't the hypothesis which you 
preferred in the case of Gary Murphy in fact very 
Simi laruto, sit not sidegtiaat at Outhe hyoothesi's. af 
you will, proposed by Dr. Spielberg as a possible 
explanation for Kevin Pacsai's levels? Aren't we 
talking about the very same thing? 

A. As I understand his testimony, 
I think it is essentially the same, yes. 

0, Alpena. And aren’ t there 
as well, Doctor, a number of similarities between the 
Case of Gary sMurphy and Kevin, Pacsav: first, both had 


elevated post mortem digoxin levels on blood specimens? 


that's ,about thevonly (simi lami yethow sl wcan see, 

0. Well, Doctor, let me perhaps 
suggest some others to you. 

A. Okay. 

0. Atl oidgite. | Both had, as you 
have told me, an elevated post mortem serum level, and 
Ilnsugges tatoo you that, thewactual cConcentracions 
measured 26 nanograms post mortem as compared to 32 
nanograms in Gary Murphy's case or 18 if you take The 
Hospi talforesick Children level are; ina 


A. Yes. In reviewing the charts 
quantitative sense, relatively similar? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. poe 
TORONTO, ONTARIO (Cronk) 


A. I don’t think we” can” differéentiat 
between them really. 

(), And as well, Doctor, in neither 
case, as I have understood your comments just now 
about Gary Murphy, were you able to see any evidence 
of renal failure? That was not an explanation in 
Gary Murphy's case? 

A. Tieton cOLbeSCL. 

0, Ana chat 1S not an your judgment 
an explanation for Kevin Pacsai? 

A. It is not an explanation. They 
both appeared to have normal renal function except we 
didn't have the data in Gary Murphy close to the time 


OoLfr- his death like we do in Kevin Pacsai< 


0. And you are referring to now -=- 

A. Verse Glan tenave. the iatoL= 
mation. 

Q), You are referring now to the 


blood gases or the BUN? 

A. Blood urea nitrogen or the 
creatinine. 

0. Aint “Pagne. DOCLOL; fas well, born 
of those children had underlying cardiac diseases of 
some severity? 


A. Miat 1S correct, but the heart 
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ANGUS, STONEHOUSE & CO. LTD. Rautinan, dr.ex. 5824 
TORONTO, ONTARIO (Cronk) 


disease was extremely different, totally different. 
You can't lump all heart disease in one category. 

0. Dit weuciig (Well, Doctor. what 
I’m suggesting to Youvis,sand J,would Like your 
Opinion on this matter, having regard to the situation 
that you were most familiar with, equally familiar 
with, that is, Gary Murphy and your knowledge of 
Kevin Pacsai"’s clinical condition.and the nature of 
his disease state, is it not possible in your view 
that Kevin Pacsai's pathophysiological condition 
could account for, the elevated levels of digoxin that 
we see in that child? 

A. Iecdonit think so. ~Thear patho- 
physiological conditions were very, very different. 
For example, Kevin Pacsai was much younger, Gary Murphy 
was six or seven months of age, and I can't remember 
specifically, but the major difference was that 
Gary Murphy's problem was a very complex anatomical 
lesion:: which caused him to be severely cyanotic all 
his life. He never had enough oxygen going to his 
heart. 

in contrast, Kevin Pacsai had .no 
anatomical abnormalities in his heart. He did not 
have hypoxia except the times when his cardiac output 


severely fell when he was’ so sick at McMaster. He 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman , ar.ex. go 
TORONTO, ONTARIO (Cronk) 


has no other times when he has documented cyanosis. 
In fact, Kevin Pacsai had normal heart output when his 
heart was beating normally. 

So that the two types of heart disease 
are so dissimilary “In my "ming at Yeast they really 
Cant pe abtipa ae ab wit, Hie is @itke conparing apples 
and oranges,;"or maybe no more different than that. 

0, AViertanc, © see, Doctor, thank 
VOU, tliat sS Nemorurs 

DOCtOr, * Lean Cbliged*tomask"7ourLE 
Gary Murphy had dréedVin hareh of 1981 would his death 
have been one that you would have assessed as possibly 
involving digoxin-intoxveation? 

A. T think he would have been 
assessed during that period of time because, as I 
understand it, every baby who died during that period 
of time was being very carefully looked at and 
evaluated. 

0), Doctor; in the course of the 
assessment, had you been reviewing Gary Murphy's case 
at ‘that "time for that “purpose, *woula you, as (best you 
can tell today, have then felt that digoxin intoxi- 
Cation was the preferred explanation for his post 


mortem serum levels? 


MR. HUNT: I wonder, Mr. Commissioner, 
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if that kind of a question is really helpful at all 

to,, this, Inquiry .,.Pirst of,all,.to ask this witness 

LO, try. £oO. pul. somethings that waswin a totally different 
context === 

THE COMMISSIONER: Well, he may not be 
able, to,..and I don't know how much help it is but I 
don’t. see anything, wrong with the question, that is, 
lt. VOls Can answer it, DeOctor,e1n the state of your 
knowledge at that time as opposed to your knowledge 
now and Jf you wan, savjevould yourbe a4kely ail you 
had been on the scene - is it on the scene? He 
wasn't on the scene of course until 1982 anyway. 

THE WITNESS: No, I came in late in the 
course of the events. 

MS. CRONK: I suppose properly speaking, 
the question I was struggling to put, Mr. Commissioner, 
and badly. tsethated fethisshadsbeensone of the chieldren 
amongst the 36 that you reviewed when you reviewed the 
others for Mr. Wiley, abe you Jia posreioneto tell 
us whether you would have felt that digoxin intoxi- 
cation likely contributed to: his «death? 

THE WITNESS: Before I answer that I'm 
going to refresh my mMenory as to the criteria [wae 
using for making those classifications, if I may. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 5G2 7 
TORONTO, ONTARIO (Cronk) 


A. Because I'm not sure what I 
would have done then at that time with what I was 
aware of at that point in time. The best guéss I can 
make is that I probably would have rated him - are you 
asking in terms of - I had better make sure I under- 
stand your question. Are you asking me in terms of 
evaluating him as I have the others in the Police 
report? 

0. Vegesteadin, WOCTOr. 


A. Okay. 
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1 
30nov83 2 OF If he had been one of this 
ora 3 group that -you Joekedratedal. 20. =— 

4 THE COMMISSIONER: We are really 

° Looking at whatever datestims, 1S Inel9e2 I think you 

said. 
6 
MS. CLONewUanuary OL this year), sir. 

‘ THE COMMESSIONER: January Of°1983. 

8 MS. CRONK: Was the second reporting 

9 1étter, 


THE WITNESS: December and January. 
THE GOMMITSSLEONER: ~Yes, All right. 
the WEONESo: =f° think’ I would *have -- 


THE COMMISSIONER: Before you go 


any-cuGcnie: —— 

THE WITNESS: “Yes. 

THE COMMISSIONER: -- it is legitimate 
for you to say you don't want to answer that question, 
but if you want to answer it I certainly want to have 
you answer it. 

THE WITNESS: Idon't mind answering 
1¢ but T really donvt know what DT would have done at 
thei.time. 

Mes CRONK = "Oe a think that 26 -the 
answer. 

A. fi. bowas foerced co say vou 


have got to tell me something, I could give you an 
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answer. 

THES COMMISS LONE RS**¥ou aresnot 
forced, but if you want to Give us an answer. 

PHEAWHINESS O°. thinkoitois wery 
speculative because I really don't know how I might 
have evaluated it at that point in time. It is hard 
to put yourself back in that frame of mind a year 
Later. 

MS 2) CRONKS® £@.cemtrthink the matter 
is best left there, sir. 

May we take our break? 

THE COMMISSIONER: Yes. We will 
take 20 minutes. 

MS . CRONK? 2thank’you. 

THE COMMESSTONER:©vOhs +>Misst Cronk 
we have to make this an exhibit. The abstract from 
the proceedings, Exhibit 271. 

--- EXHIBIT NO. 271: Abstract from proceedings 
of International Society: for 
Clinical Pharmacology, July 
198 Sie 

--- ‘short recess. 

--- Upon:fresuming. 

THE COMMISSIONER: Yes, Miss Cronk. 

MS. SGRONK = “Thank. you, Sir. 

Or Doctor, may we turn now please 


to the case of Kristin Inwood. In our discussion with 
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respect to this child commences: at page 11 of your 
reporting letter; four fie saherenonbing: eétterirto Mr. 
Wiley. 

As I understand it, doctor, when you 
delivered your first reporting letter you were of the 
view that the available digoxin levels of and in 
themselves were inconclusive regarding digoxin toxicity 
in this child; doa havé}fihatreormectily 2 

A. iimt wes ¢cOGrect. 

Q. And you had available, so that 
we are clear, at that time the digoxin concentrations 
which had been measured in fixed heart tissues in 
Kristin Inwood? 

A. Thar as won. 

Oz And those levels, doctor, as you 
may recall I suggest were 230 nanograms per gram in 
the left ventricle; and 300 nanograms per gram in the 
septum dealing simply with the heart tissues. Does 
that accord with your recollection? 

je In the fixed tissues, right. 

Qe And those levels I suggest 
further,’ doctor, tare: both within tthe «rangesof levels 
reported by Mr. Cimbura in cases of fatal poisoning 
but as well are within the range reported by him for 


persons on digoxin therapy? 
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1 

2 A. That was his report, yes. 

3 Or Beathatecornect j:ideector? 

4 | ae That is correct. 

5 OF If we look at the actual levels, 

é doctor, that is the 230 Tnanogramsirincthe left ventricle 
and the 300 in the septum, I suggest that the con- 

: GentrationsVvaretinrf£actthigh. 

° A. They are higher than most of 

9 the fixed tissue specimens were, yes. That would lead 

10 you to believe --from talking to Mr. Cimbura I assumed 

11 that his true digoxin levels in fixed tissues represent 

12 ed the least it might have been with no way of knowing 

re how much more than that it might have been at death. 

OF You are suggesting these in fac 

" might have been higher at death? 

15 A. tAwould expect, ovyess; theyiwere, 

16 the fixed tissues tend to leach out into the fixative 

17 and so that concentration in the tissue decreases 

18 with time as it sits inmtheoiaxative;: oSoi, these 

19 concentrations would have represented the least it 

56 could have been at death, and very likely they were 
actually higher than that at death, but how much highe 

2" T have no’ way of knowing. 

22 QO. An’ 4] tcornect ~doctom~, that-when 

23 we compare the concentrations reported on Kristin 

24 
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Inwood's fixed heart tissues quantitatively the numbers 
are higher than they are in the fixed tissue concentra- 
tions on any of the other children that we have looked 
at? 

A. That] iss correct: 

O% And, doctor, does that neces- 
sarily imply with respect to this child that there was 
some time available prior to death for distribution of 
digoxin if it was administered to the child from the 
serum to the tissues? 

A. Yes, Igthink that is’ the case, 
yes. 

O% Doctor, were you also aware at 
thestime,of doingeyour first reporting letter to Mr. 
Wiley of the ante mortem digoxin level which had been 
measured on this child the day prior to her death, 
and that level was 2.6 hanograms? 

A. Yes, I was aware of that. 

Os Doctor, on the basis of what 
was known to you at the time that you delivered your 
firstareportingslettersktormMr<s Wiley what wasyour 
overall conclusion regarding the involvement of digoxin 
in the death of this child? 

re I felt that, as. you said, the 


fixed concentrations, although they were higher than 
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the other fixed tissue concentrations in other patients 
were still inconclusive in terms of whether or not 
digitalis toxicity had been related to the death. 

hlalsoMwacs aware stthat the type of 
heart disease this child had is not uncommonly 
associated with sudden death. So at that time I felt 
that in the face of the normal digoxin concentration 
thetdayrbéfiore Mand) thestact that digoxinvhad 
ostensibly not been ordered for the child following 
that, that the probability of digoxin being responsible 
forsthistantiank "sadeathiwas: dow. 

ohe PP etake 2G Le was strli “a 
possibility at that time that you were not prepared 
to discount entirely ? 

A. Mmwas NOt prepared to» totally 
discount it but I thought the possibility was low. 

Or And, doctor, as I understand 
it, subsequent to the delivery of your first reporting 
letter you became:.aware of a post mortem serum 
sample that had been tested by Mr. Cimbura, and it is 
recorded to have a digoxin concentration of 491 nano- 
grams per millrlitee; 1s shabecorrece: 

A. Yes, I was subsequently made 


awareaorethat. 


Oz And did that new information, 
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1 
2 doctor, between the time of delivery of your first 
3 report and your second cause you to alter your 
4 Opinion in this case? 
5 A. Yoox -t did. 
6 Q. In what respect? 
A. tT ehought it significantly 
: increased the probabilityetaat this child had indeed, 
8 that her death was indeed related to digoxin intoxica- 
9 CuO 
10 Q. Doctor ,ei askayourift yourwould, 
11 please, turn to page 3 of your second reporting letter 
12 Le Mr. Wiley. 
A. Tahave we. 
13 
Q. DG you have that; doctor? 
14 
AS Yes. 
e Q. And I draw your attention to 
16 the last sentence of the first main paragraph in which 
17 you say: 
18 "The high serum digoxin concentration 
19 in the'frozen post mortem venous 
specimen..." 
20 
A. I'mosorry,;eLl am notiwith*yeut 
= Q. Tramisorrys PActuallyi at aseall 
ae one paragraph and I apologize, doctor, about two- 
23 thirds of the way down the paragraph. 
24 
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even if one assumes..." 


A. 


next sentence, 
A. 


Q. 


5835 
Kauffman 


dr.ex. (Cronk) 


Yes. 


You see where it says, "However, 


Yes. 


Would you go please to the 


Okay. 


"The high serum digoxin concen- 


tration in the frozen post mortem 


venous specimen is a very important 


piece 


of data and strongly supports 


the theory of death due to digoxin 


intoxication which was originally 


based 


on the high fixed tissue 


concentrations and the hyperkalemia 


found 


the morning of death." 


I suggest to you, doctor, that the 


language of that section of your report would seem to 


indicate that you had i 


n the absence of the knowledge 


of the blood sample concluded that digoxin was likely 


involved sin the death of+tbus chil d--2is -thatrycorrect? 


A. 


I considered it as a possibility 


Hyperkalemia was a factor, but the problem with the 


hyperkalemia was as I recall her pH was low, it was 


7.414 or, something, like 


that. «close cto ihe +hime «chat 
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potassium was drawn. So I couldn't be certain if the 
hyperkalemia was -- might have been related to digoxin 
intomacatronTor to ;herwacidosis.mAlthoughwel "had «to 
bake sit Ti riyinl tcomdntryeionore tet yl had to ntake wt 
mnbo account? iad tomtakemintosaccount her 
GlinvcaLicourse, Route: dtdenotthave strong, at that 
time, in the firstwrepose, ied dn tb thaverstrong 
digoxin data ltotsupport “‘thatetheory so lr hademuch 

less confidence 1nethat Seneorywthan I didvafter LI was 
made aware of the serum concentration of 491. 

O:. Doctor, when you refer to the 
hyperkalemia in this child, are you referring to the 
serum potassium level which I recall was 7.3 on the 
morning of her death? 

A. thatwis correct. 

OF Doctes, "With respect to this 
post mortem blood specimen, you indicate in the first 
sentence of your report to’Mr. Wiley that you. had 
become aware of it and that it was a sample from the 
sagittal sinus which was apparently obtained from the 
cigghackele ae time of autopsy and remained frozen for 
some months przoOr'to. performing ardigoxineassayoon the 
sample. 

Can youttelieme | firstyadoctorj;awhat 


the source of your information was that the sample 
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was from the sagittal sinus of the child? 

Ad This was information provided 
to me by either Mr. Cimbura and/or the Crown Attorney 
staff, I don't remember exactly who the individual 
was. This was during a meeting that I had when I was 
discussing my original report to them. 

Q. Doctor, I tell you that there 
is some doubt on the evidence adduced in these pro- 
ceedings to date as to the source of that sample. 
One suggestion that has been raised is that it may 
have been taken by Dr. Glen Taylor at autopsy from 
the inferior vena cava of this child. Were that the 
case, and were it not to have been taken from the 
sagittal sinus, would that affect your conclusions or 
alter your thinking in any way with respect to the 
importance of the sample result? 

Bs I really don't think that would 
have any influence on my views of that sample. 

Q. Doctor, you have said as well 
that the sample according to your information had 
remained frozen for some months prior to performing 
the assay. Once again, what is the source of your 
information in that regard? 

A. As I recall it was the same 


source but I don't remember the individual, this was 
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information that was obtained during a group meeting. 
At that time I was getting all my forensic information 
of course through Mr. Cimbura or somebody on his 
staff, so I don't remember exactly who gave me that 
specific information. 

Os DOCEOr, what Signiticance, if 
any, do you attach to the fact that the sample may 
have been frozen for a period of several months? 

A. Well, in view of the extremely 
high concentration that was measured, and in view of 
questions about how it had been stored, I had to think 
of possibilities in terms of how the sample was 
handled that might have accounted for, at least in 
part; forthe high, concentrations. Actually 1 didn’t 
mention this specifically in this paragraph, but as 
i-recall, and’ this 1s only my recollection a year 
later, but as I recali that discussion included the 
possibility that the sample might have been frozen, 
or it might have been refrigerated. As I recall the 
possibility was raised that maybe the container of 
that sample had not been capped so that it was open 
during the storage time. There were a lot of un- 
certainties about exactly how the sample had been 
obtained and cared for up to the time it was found and 


then eventually assayed. So I thought that there was 
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A possi bilaty with all of that uneertainty that the 
concentration might at least in part be accounted for 
by artefact induced by the storage conditions. 

One major artefact if it had been 
stored open for a period of months, or even in the 
Lerrigeraror, 1S whe possibility Of wevaboration 
which would reduce the volume of the sample if that 
occurred, and have che crelecc-or artelactually 
Ineredsang the -concentracion Of Abgoxin in the: sample. 
SG. 1. had to take. that into consideration, hat 
possibility, when I evaluated that number. 

Ol And, doctor, we see from your 
comments to Mr.Wiley that you assumed that the 
actual concentration at the time of death of Kristin 
Inwood could well have been one-tenth the measured 
Concentration in the: frozen, sample... stop fora 
moment. Was that assumption a result, doctor, of the 
concerns that you had regarding both the purity and 
the nature of the storing of the sample? 

A. Yoo, caw Le correce.. d..was 
trying to determine in my own mind what the least 
the concentration might have been when the sample was 
fresh. And that is why I used an extreme number of 
one-tenth, to say even if we assumed an increased, 


extreme amount of .evaporation, what would the 
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concentration still be? 

ef Were you attempting, doctor, 
to assume then the worst conditions that might have 
applied, the worst effect that might have resulted 
because of the conditions of storage? 


As That was my idea, yes. 
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Oh. and taking, Doctor, “then a 
tenfold amount as the likely or possible in which you 
thoughne=tto beeper likelysor possible level at the 
time of death, what conclusions did you reach regard- 
ing thewinphi Ga tionseon senat Concentration? 


A. Making that assumption I assumed 


a situation where the concentration might have been 
a tenth of that which would be 49 micrograms per 
Milla wire, Mand Pethougiivenusr wasistill a’ high 
concentration and could have been associated with 
argoxany a contribution of dvooxin tor the inkant?s 
death. 

Ox That woudd make jt, DOCEOr, 
on the pure mathematics, approximately 49 nanograms 
at the time of death. 

A: Riaters role, 

On Are you in any position on 
the information available to you, Doctor, to express 
in your opinion as to the likelihood that that was 
in fact close to the quantitative level at the time 
of death? 

nes I think - my opinion is that 
that would be approximately - that would approximate 
the least it might have been. 


ay Doctor, on the basis of 
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the information that was available to you were you 
as well able in this case to make any estimates 
regarding the possible time and route of administra- 
tion and likely dose.of digoxin that may have been 
administered to the child? 

Ay. Pardonpmess *L just want to 
review my notes before I answer you. 

My Peace, ace that assuming this 
was a very hightserum concentration, I didnt think 
it was actually 491 because I couldn't reconcile 
that with any typesofefeasibleidose but. I thoughteit 
was probably quite high. But assuming that I had 
to assume, and also based on the unusually high 
concentration in the fixed tissues even for fixed 
tissues, and the hypokalemia, if I accepted that as 
being related to digoxin intoxication rather than the 
doses alone, I felt that that composite picture 
suggested not only a large dose but probably within 
anvhour ore twoeprior tomdeath, er terminalveventy 
with relativelyelittle tissue distribution’: 

Now that is referring primarily to 
the serum concentration. If you are going to explain 
a very high serum concentration like that you have to 
say to administer it in a feasible volume, a mechani-= 


cally feasible volume , you would have to give it and 
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have relatively very little distribution prior to the 
serum sample being obtained. 

On the other hand what bothered me 
about that was the relatively high tissue concentra- 
thons mio faxed jtissues.onbiyLetook that ante account 
I had to consider a rather high dose with some degree 
of equilibration of the tissues which set the time 
back a little further from death than what I would 
posit with the serum concentration alone, and I 
really couldn't be more specific than that because 
there just wasn't enough information to tie it down 
any «more ‘closely. 

Now really I think if we accepted the 
tissue concentration was compatible with some distri- 
bution and viewing the relatively high serum concentra 
tion, regardless of what dilutional factors you want 
to put on, I think we have to propose the dose if 
digoxin was given being given some time prior to an 
hour before death and maybe even longer than that, 
but again if a very large dose was given the infant 
might not survive for a number of hours with a very 
large dose so that that limits your outside figure to 
some degree. 

Q. Doctor, if you hypothesize 


the most likely possibility a dose given approximately 
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an nour Ore thereabouts: prior toll take 2t the child's 
agonal symptoms, critical symptoms? 

A. Well, we are dealing with I 
suppose you could define it that way or the time that 
they Chivdawasesi1 nally pronounced dead. It is hard 
to define death in these children because many times 
they were in the process of dying over a period of 
30 minutes to several hotirss Sol can't really tie 
Le down real tigqnely: 

I would say it was at least an hour 
before tissue distributions ceased which would be 
when cardiac output fell to such a low level the 
tissues weren't being profused any more or some 
time prior .cCOmtiat. 

Or Does that then, Doctor, 
necessarily rule out in your judgment the possibility 


Of Oral, adminustratLlone: 


A. hee aqoesn ct totally*ruve 1t 
Out; Nos 

Oe Well assuming, "Doctor, "== 

A. I think it is unlikely because 


of the size of the dose that would have to be given 
to produce this: total spictrure, 
O° Given what you have told us, 


Doctor, about absorption rates and the time necessary 
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with an oral dose for distribution to in fact take 
place from the tissues, - from the serum to the tissues, 
is it in your view remote, a remote possibility that 
that was the method of administration, or is ita 
good candidate? 

A. Nogrlh thinkertlisea, much tmore 
remote possibility than intravenous administration. 

Q2 bector pAone.of ktheematters 
raised by Dr. Spielberg with respect to this child 
had to do with the sequence of events that are recorde 
in the medical record as having occurred. 

Do you have Exhibit 113 there, Doctor? 

BS Viesis 

Q. I would ask you to turn to 
page 63 if you would, please. 
| bo “you. havesthatwabdoc tor? 

Re Yes, I have page 63. 

©. Doctor, the progress note on 
that page indicates that the child was given a dose 
of Lasix at approximately 11:10 p.m.- on the evening 
of March 12th after which she is recorded to have 
voided urine. And then at 2:00 p.m. in the morning 
it is indicated that the monitor strip showed 
abnormalities, that the team leader, the nursing 


team leader was notified, a resident was called, Lasix 
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TORONTO, ‘ONTARIO (Cron } 


in the amount of 3 milligrams was given IV by the 
resident once he arrived; tachycardia resulted, 

200 beats. The baby came I take to be very irritable 
and at 2:30 a Code 25 was called and the child was 
not able to be revived. 

Dr. Spielberg has testified, Doctor, 
that given those, the recorded sequence of those 
events, that it is possible that digoxin either 
deliberately or accidentally was administered to 
this child in lieu of Lasix some time between 2:00 and 
21330) Ist sENe mOmna nee ina cece Dror: TO rthe ‘caldinig 
of thesCode 25. 

Is the possibility of a medication 
error with thistentl dta atten,. Boctor,, that) vou 
considered in preparing your reports? 

AS Vos ctawase dil Lact that 
had to be considered in virtually each of the cases. 

Os Assuming then, Doctor, that 
a dose of digoxin in the amount of 3 milligrams, the 
amount intended to be given for LaSix, assuming that 
that amount of digoxin was given between 2:00 and 
ee 3.0; rand that the child actually died some time after 
2:30 a.m., could a dose in that amount given within 
that time frame in your judgment account both for 


the post mortem serum level found and the concentratio 
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1 
2 
in this child's fixed tissues? 
2 A. You are (talking about the 2:00 
4 G62; 3 0eaeM a? 
5 @. Leams 
6 Boe Not the 11:10? 
7 Gi No, I'm talking about the 
3 2200/2230 time (iuame. 
A. & donst thinkwsous Lhskhould 
’ do some arithmetic for you before I answer that 
10 es 
definitively. 
1] | IT think time-wise it doesn't fit the 
12 picture for me. I have a hard time reconciling that 
13 time frame with the tissue distribution. 
14 There may be another problem here in 
15 terms of the size of the dose of digoxin that might 
have been given assuming this volume. 
= LEnyousdon4t mind.I 111 \do «some 
ti 
arthmetic. 
18 @.. No, please, Doctor. I think 
™ 119 the matter is of some importance. 
20 A. I think we have got 3 milligram 
4 of Lasix was what the child was being given, and that 
9? would be 0.3 millilitres, so we have to see how much 
digoxin if the error was made, how much digoxin would 
a be contained in three-tenths of a millilitre. 
24 
25 
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If we assume the most that it would 
contain, that would be the adult intravenous prepara- 
tion, so that would have contained .25 milligrams per 
ml in the adult preparation. So if we divide - well, 
it would be three-tenths of this. That would be 
-075 milligrams? 

So if that error was made and if the 
appropriate volume - the error simply was that the 
wrong medication was drawn out but the appropriate 
volume, this is the amount of digoxin that would be 
contained in that. Then we need to look and see what 


thisibabyewelighedtd @lthank linwaso2s == 


Os Oe kidiost 
ae 2PrakiloswoeSoblet's assume - 


in this: situation we aréitalking very Lactle;, 
essentially no distribution because the dose was 
given shortly before death, so we will assume a small 
volume of central compartment volume distribution to 
the tissues. It would be i litre, approximately 
1 litre per kilogram which would be 2.5 litres, and 
if we put this amount of digoxin into this volume 
we will get - that fend give us a concentration of 
30 nanograms per ml at the most. 
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2 
it doesn't account for Mnyedigoxin in the! tissues, 
‘ and secondly it doesn't account for the post mortem 
4 serum concentration. 
2 Ox Then can we deal with the 
6 ee issue. first, Doctor? If we assume that this 3 
7 kind of an error was made, achieving a concentration 
3 that you have calculated to be 30 nanograms at the 
mo st perimas. lava ters 1th werttake intos account’ first of 
; aLieoal mime plaerywithine arrange: that isi acceptable to 
a you, and if we, for example, suggest that the multi- 
11 plier in this case was 3 or 4, taking the outside 
12 4, that level could elevate in known ranges to 
13 i210) nanograms® poste mortem. Would >that’ beneorrect? 
al A That is possible. 
is oF And if we take then, Doctor, 
further into account the possible effect of 
‘ dessication or evaporation or a contaminant in the 
- sample as you did in considering the 491 nanograms, 
18 is it not also possible that further elevation from 
“1? 120 could be fully accounted for by the storage 
20 conditions that applied or could have applied with 
"4 respect to Shale eanoner 
a5 A. Yes, I think that is possible 
OF That we could go irom 120 to 
i A492 by Virtue Of those. cond, 10ns? 
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A. If we look at serum itself 
PERI RG we cOULd@Er ta Lo Lut sascenarlo of an error 
like this. 

My problem is I have a ‘hard time 
reconciling it with the tissue concentrations. 

8 Rigne, ) AS L understood rt, 
Doctor, the assumption you made in doing these 
calculations was that it was a central compartment 
calculation, very little distribution time from the 
Serum, 2NtO che tissues; ias that correct? 

A. Thats Vs! COLrrecus 

OF ALUSGLont.. “Doctor, assuming 
again that the concentration was 30 nanograms per 
Mite Pere, ls that amount consonant with what you 
understand to be a therapeutic dose of digoxin, a 


maintenance dose? 
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TORONTO, ONTARIO (Cronk) 5851 
A. Dose or concentration? 
Or: imam sorry, the dose’ that 


you estimated - well, the volume of digoxin you 


described was .075 milligrams. 


A. That's the dose. 

OF thaciss the amount of the 
Gi goxane 

A. That's the amount of the 
digoxin’. 

oO; Is that amount consonant 


with what you would consider to be a maintenance 
dose of digoxin? 

A. Not a maintenance dose, no. 
It would be about three times a maintenance dose. 

OF Thank you, “Doctor, «One 
final vnatterewirth respect to Kristin Inwood, Doctor. 
There has been evidence led before the Commission 
suggesting that this child in fact received a dose 
of digoxin prior to her death that was zntended for 
another patient, a medication, error in fact was made. She 
yecelved anatheabl regard —"1 am not sunemthat wT thave 
the amount at hand - but the incident took place, 
Dpoctom, tate SecQiua.m. onetheml2th ofeMarchyand tit 
resulted in a digoxin level of 2.6 nanograms at 
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THE COMMISSIONER: That's the amount 
intended for some other child, I think it was the 
PacscaLl child: 

MS CRONKG 2 SONI that re COTrece, 
Mr. Commissioner. 

THE COMMISSIONER: So, we can easily 
discover the amount if you want to have it by looking 
at the Pacsai? chart. 

MS. -CRONK: 0. “Well; at-may*be 
relevant for you, Doctor. My question on this matter, 


sir, is Simply this. Having regard to the ‘fact that 


one medication error took place with Kristin Inwood, 
does that affect your views as to the likelihood that 
another could have occurred in exactly the same way 
that you have outlined it here so as to account 

for the levels that were seen in her blood post 
mortem? 

A. itcan tt really say “that one 
medication error changes the probability of another 
medication error. I think that the probabilities 
o£ medication errors, Of individual medication 
errors are probably independent, the probabilities 
are independent of each other, so, I can't really 


we know and have a concrete example that at least 
Say that the tract, thac a medicacton error occurred 
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1 
2 Carlier would make it more or less likely that 
3 another medication error would have occurred Later. 
4 OF Doctor, the amount that she 
5 received in error was apparently. ..02 milligrams),..is 
, that correct? 

DR. GILMOUR-BRYSON: TI id Tey a ty) is 
( -032 48 it is Paces. 
8 Mo CRONK = 80.) TF am SOrvEyyeLewihh 
9 have to check that and Gives tvto younhaternin the 
10 day. 
111 A. That seems like a very large 
12 dose. 
A O% In any event, Doctor, & 
; suggest to you that we know that the digoxin level 
. which resulted following the administration of that 
15 dose was the 2.6 nanograms level reported at 9:00 a.n. 
16 Would you agree with me that if that were the level 
ie _ resulting from that medication SLEOn thats a trace 
18 unlikely that an excessive dose was given at that 
pel time to the child? 

A. Ves wi let hi rik adn te unlikely. 
: It may have been a Little syd think that. Keyan 
“4 Pacsai weighed more than Kristin Inwood so that the 
. dose might have been larger than a usual: maintenance 
23 dose for Inwood but I don't think it resulted ina 
24 
25 
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serum concentration that would be associated with 
toxicityee Tivdlnaventhe?l timesxcorrecty fawasn!t 
aware when I did this report of this medication 
error but if I have the times correct that you have 
just given me I think that that is about three to 
four hours after the error that that level was drawn. 
Thakiesscorrect, Doctor. 

A. So that I would expect that 
that would be maybe even a little higher than the 
steady state level after distribution took place. 
So, I suspect the level was somewhere - this probably 
represents the most the concentration serum would 
have meee resulting from that error. 

on Thaankiyoumrboctor. “Doctor, 
I will check the amount of the dose precisely and 
preovidernthattiniormation to: you. 

A. Okay. 

Ox Aside from Kristin Inwood, 
Doctor, there are two other children dealt with in 
your original reporting letter to Mr. Wiley: they 
are John Onofre and Laura Woodcock dealt with 
respectively at pages 11 and 12 of your first 
reporting letter. 

As I understand it in neither of 


those cases was there in your judgment sufficient 
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evidence or data available to you to allow you to 
assess the involvement of digoxin intoxication, is 
that correcte 

A. Thetis joorrnect,. 

Oe Right Woctorm wthere, is 
One additional area that I would like to discuss with 
VOUpstLOdayeruiiwl Meee is fie uiderstand 10, in addition 
to the reporting letters which you prepared for Mr. 
Wiley you were as well requested to serve aS a 
consultant in pharmacology to the authors of what 
has been described here at the Atlanta Report, ‘that 
is, the report produced by the Centers for Disease 
Control anwAtlanta,s is tthatercormect? 

A. That wsii;correcth. 

OF Doctor, can you tell me how 
and when that came about? 

A. Would you excuse me a moment 
I will get my information, notes from that and I can 
answer you more specifically. Some time I think 
during the month of October, but it may have been as 
early as September, but some time I had consented 
to; besar consultant. tora the Crown, Attorneys D) was 
consulted by Doctor - it slips my mind now - from 
the CDC =-,Clark. Heath and: also, by. Dr .»L: 


Smith from the Ontario Ministry of Health asking 
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1 

2 me if I would agree to be a consultant to the work 

3 that they were doing in relation to these deaths. 

4 I told them at the time that I had already agreed 

5 to be a consultant to the Crown Attorney and that 

j J would like ‘them to make: sure that 1t was, okay to 
serve aS a consultant to both groups simultaneously 

f before I would agree to do that. 

. She subsequently - they subsequently - 

9 I say she because the letter I have here is from Dr. 

10} Smith. I have a record that she told me late in 

11 October that she had spoken to the police and the 

12 Crown Attorney and that they had no objection to me 

” working simultaneously to provide consultation to 


them, being the police and a joint consultation to 
the Epidemiology Study Team. 

co, .OLlowingtiat, did agree: to 
simultaneously serve as a consultant to both groups. 
I did make it very clear to them that I would not 
share, I would not myself share information provided 
by one party with the other party in terms of 
specific information. Obviously I was aware of 
information from one party that may not have been 
available to the other party and I took that 
information into consideration when I made judgments 


but I did not share specific information one with 
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the other.  L,.told ;them that if they;.cared «to share 
information then they would do it themselves but I 
would not share that. So, I kept the files separate 
except if I was doing work, that, related, to both 
consultations I of course had all the information 
that I had available to me out at that time. 

Oo Doctom, what-speciuéacald y 
were you, asked .00.,do1.by,wme..,. Heath ands:Smath? 

A. The general request was to 
assist them from a pharacological point of view in 
their epidemiologic study of the deaths at the 
Hospitad., form Sick. Chiddnen.e, Eventuad ly shatidboiled 
down to a specific request and that was to review the 
charts of, I believe 37 infants, and I was asked to 
attempt to rank, or not rank, but rate each case in 
terms of a numerical probability value, rate them as 
to the, probability, that. digosinahad contributedrto 
their death. I was asked to do this primarily with 
respect to pharmacologic data but also take into 
consideration all other data including clinical data 
on the chart. Other consultants were looking solely 
atec Lipical information. 

ik Doctor, at the time that this 
request was made of you and you ultimately accepted 


the assignment, .hadayou atathatrtpointpjefonnthe 
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purposes of the review requested by Mr. Wiley, 
already reviewed the medical records of the some 
36 children about which we are concerned? 

A. I had not reviewed the 
medical records themselves at the time I consented 
to consult with the CDC. I had reviewed summaries 
and forensic data but I had not yet reviewed the 
actual medical records at the time I agreed to 
consult with thescpc, 

O. Did Vousdon ty then on two 
separate occasions; once for the purposes of the 
review for the Crown Attorneys and on a second 
occasion for the purposes of review for the Atlanta 
group? 

A. No, my review of the actual 
medical records was done on one occasion for both 
purposes., Actually, -what.happened, was.I,.came to 
Toronto after I agreed, to be a consultant for, both 
parties. I came to Toronto and I spent approximately 
12 hours one day in a windowless room in the Hospital 
with all the original records in the room with me 
and all my other information from all other sources 
and I sat there alone all day and looked at each 
individual.~case;athe original,.ecord.as;well,.as+all 


the -other rinftormation.l.had on .that.case,.and»fiLbled 
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out the scoring sheets one by one with the information 
with me at that time. 

oe All right. Are you saying 
then, DOGCLonm, that the ratings that you aida tor the 
purposes of the Atlanta CDC group were done at the 
time that you physically reviewed the medical record 
of each child? 

A. iia is, COLree ti. 

Gy BANS EL Git.) DOCLOL, was 
anvEniIng provrded«Lo you Bmewriting eniher by Drs. 
Heath or Smith or any other individual connected with 
the CDC group by way of written terms of reference 
as to what you were being asked to do? 

A. I would have to review all 
my correspondence to answer that specifically but I 
can answer it generally. At the time I did this the 
specific terms of reference were primarily the 
scoring sheets that I filled out. They essentially 
incorporated the specific terms of reference. 

O% Pere git. Well, Ls wil come 
in a moment to the specific scoring sheets, Doctor. 

td aa Pingo At thestimnes.: didethis 
I was aware of their general approach. I was aware 
that they were doing an epidemiologic study of the 


deaths. I was not aware at the time I completed the 
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1 
2 scoring sheets as to how they were going to use that 
3 data in their study and there was no reason why I 
. should be aware of that. I didn't care to be aware 
of it because I wanted to be as unbiased as I could. 
? So, in that sense I was blinded when I did it but I 
was not blinded in the sense that I knew which patients 
7 I was dealing with when I scored them. But I did not 
8 know at the time that I filled them out how that data 
9 was eventually going to be used in the entire context 
10 of the whole study. 
; OM Fine. Doctor, you have 
; mentioned some scoring sheets. Can you tell me 
he whether you designed and settled the contents of 
ie the scoring sheets or were they provided to you? 
14 | A. Lodidos t desioqnwtpem ew! 
RS) approved them after they were designed and said I 
16 thought they were okay and then they were provided to 
17 me by the CDC. start. 
+3 ae ALLeCLORE of | DOCLOr, aWI0 
determined the criteria upon which each of these cases 
+. OG L9 
were to be rated? 
20 
21 te, a Lets 
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A. impaink ‘that aLtter 1 had the 


scoring sheets then I sat down and I outlined the 
Griteriagthat Dethought Eecould useate Exy) to 
separate cases into 5 categories of probability. Had 
I known when I designed the criteria what I knew 
after I filled out the sheets I might have done ee 
differently; but.that wasn't the way J wanted to do it. 

What I was being asked to do actually 
was to assign a numerical value to an opinion of 
probability so that they could put numbers into the 
computer... Unfortunateby.as:1l got.into.,it, there,were 
some cases that didn't fit my cubbyholes as nicely 
as-lewouid: have, liked.them ,to,and«so;.l.had,to.make a 
somewhat subjective decision on some cases as to 
which category I would eventually put them into based 
on my best judgment at the time I was looking at the 
ehavre, Butt designed the criteria that 1 then used 
to put Ehe numerical ratbingaohs Gcachecase; 

0), Doctor, we have heard that 
Dr. Alexander Nadas, chief emeritus of cardiology at 
the Children's Medical Center in Boston, served as a 
consultant ,cardrologist to athe.CDG.qroup,yif Damay 
refer to it that way. ¢-Didsyou; «Doctor, before rating 
these cases for the CDC group have the benefit of 


Dr. Nadas" .views with respect.to any of these cases 
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De 1 orally orf an writing. 

A. No, we never had any communi- 
cation in any way shape or form, and I don't even know 
when he did his actual evaluations in the cases, we 
were never there at the same time, we never had any 
correspondence, we never talked to each other, we 
did our evaluations totally independently. 

0, Similarly, Doctor, we have 
heard Dr. Derek DeSa, Chief of Pathology at Winnipeg 
Children's Hospital, served as a consultant pathologist 
COP tie Cle gLouc, ew Once migaili, pL lor. tO racing these 
deaths for the CDC group, and completing your work 
for them, had you discussed any of these cases in 
writing or orally with Dr. DeSa? 

A. No, we never saw each other, 
or communicated in any way. We don't even know each 
other. 

0. HBOCtTOLr, CO. be pertrectiv?) clear 
about the matter you outlined,what may seem many days 
ago’ bUrewac in factuaucay anda half ago, for us, the 
nature of the information that was available to you 
when you started your review for Mr. Wiley. You 
referred for example to summaries, case summaries 
Prepared Dy br bastrer ter; the cCoxicology data’ from 


Mr. Cimbura, to name but a” few. “Do Ihave it correctly 
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bhattwhen tyouydide these matanges forethe. €DCrgroup you 
hadiavailablenkolyougtompyour personal use all of 
that information that had been provided, either 
through the MetropolitansToronto sPolice, "Mr. Cimbura 
oru ther GrowheAttiorneyts ‘office? 

A. I had everything that had been 
provided to me up to the date that I did the 
evaluations, yes. 

0) Welw rans yOu Nelp me, Doctor, 
as best you can recall, what the date was when you 
actually dada theuratings) fors the CDCogroup? 

A. ft cangilookriuci up afeyou will 
give me a moment. 

0, If you would, please. 

A. Myivrecordsmandreateythat, I dad 
the on-sight review of the charts on November 19th, 
LOS 2% 

0. Would: Dmbescorrect*then, 
Doctor, in assuming that the information which was 
provided to you subsequent to the date of your 
deliveryao# yourfsirstemepoutingsletter toeMrarwWiley, 
and we have seen several examples of that, for 
example the post nortemn serum level in Kristin Inwood, 
Bnelgubtervyotoodrstudy tnformatton-on Janice Estrella, 


information of that type, was’ not available to you 
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nor known by you at the time that you did these 
ratings? fouutheuCcpCcrgroupe 

A. Pidies PSHCOrrect: 

0), Poctorpryou havel toldaus, that 
you personally designed the criteria by which these 
cases were to be rated.) You havertold us that the 
scoring sheets were provided and ultimately, were 
provided to you bv the CDC group and ultimately 
approvedtbhysyous 

I have provided to you what I under- 
standatotbena bound?’ versienvorsyourtcompleted «scoring 
sheets of these children, together with a copy in 


blankeofswhatni understand to be the’ scoring form 


)providedsbhy @cheseDpC"*groupywand asiwellva*tcopy of what 


I understand to be the criteria employed by you. Do 
you have that volume with you? 

A. Yes ter dos! 

0, Mr. Commissioner, these 
materials have been provided to all other counsel but 
regrettably there was insufficient time to bind them 
in the same way for them, but they have been provided 
with the coding key in order that» the identity of 
the involved child mrght ibe recogqnyzed.’ Doctor, aI 
would ask you first if you would -- 


THE COMMISSIONER: They key, roh yes, 
Ale eT Onu. 


, . : so 
entsyold Je Hoy YO ye cre 


Mitehe Sa) writ tod MaDe 


pees dnhifw “ea. he Peed ons. Batibpine’: Yiladcessg wy 
edt. sana Mel BEM 70. 323 Sase7 Ol OF Ife ast 
airow’ «hoe eet ber Mae Babe NAg- ois atusi* dm Lacks . 
yiod aud 9 lop’ fren Rese 209. 814 va roc ot! bsblvote ‘6 

. bevotage 6 


U 


=th6rnu 7 Jf Woe OF HeScrc2 ny x . of 


ie ee 


Pitsoo* SOsnI Gis AHey To neieasey fuss 4) 6s Banda ,; 


. TANGO Eire Seed .aethicic suas Fo = dems 
r? 
oe 
, raced ya lwova eee, a ts) Han Ieataiy 1 secdve % att ey Ded , 


). 2etw 26 Ya oe few Ge Dit. tciierso Sc: 3, “0 beblive 
, °° Oe! py ee Severin BaStire ond od. | Has shel 


Teey IZW) oti for snus ovcifeay ;ci 
‘ 


S2n): qaerrbeni soni) . <4 { 

i’ J9@GbGD “inte Tiarod satus rioGd ‘Ms Swiss 7 
(G09 INTs GOT) Dates ad) aay eters ules 4 
vps eth need OVA) Void Jui! wang ant +. 

1 TI SIRRR LOOT (AEs Gt or 

1  roreod sGwe AO IGT Sit Tried 6 be 

{ m= FR ay, i 
yey fo. ed ee SREITes iri ©: 


S = ad 


a 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 5865 
TORONTO, ONTARIO (Cronk) 


NS. CRONK: ~0 Doctor, Tawould® ask you 
rarst tr you would %o “Gurn’ to? Tabr lyofwour, volume. 

THE COMMISSIONER: Could we just 
before we forget, we almost forgot the last one, 
could we make: this Exhibit 272. 

MSSOCROMK: e254 Sie 

THE COMMISSIONER: ieertiion secon tr 

MS. CRON: Forpthe benefit of other 
counsel then, sir, to make it clear, that exhibit then 
includes what I will be discussing in a moment with 
Dr. Kauffman, a letter dated December 14, 1982 from 
Das Kautdman®toi prieSmithe eitiancludesyinsblankta 


form of scoring sheet. It includes the completed 


, BCoringo®sheetseonos6s#ofi thes3/ children’ that 


Dr. Kauffman reviewed for the CDC group, the 36 being 
the 36 with whom this Commission is concerned. 
--- EXHIBIT NO. 272: Letter dated December 14, 1982 
Erom.Or. Kaulimam to Drs Smith: 
Bianki Porm ote Scoring Sheets 
Completed Scoring Sheets on 
36 children. 
THEs COMMESSTONER:! What istthe 817th? 
MS). ORONKe ofhees7t£h) isiryoasmicander- 
stand it, wasi’a patient by the name of Gittens who 
dadtnotidie within the time frame with which we are 


concerned on these wards, the child's name was Gittens. 
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ANGUS, STONEHOUSE & CO. LTD. Raurtman, dr.ex. 5866 
TORONTO, ONTARIO (Cronk) 


Moir CRONIGee 0. Doctor can Task you 
Finest Ghenstos turnetco Tab ae of our volumes; which is 
the letter dated December 14, 1982 to which I have 
referred, which appears to be a letter from you 
directed to Dri Smith of tne Ontario Ministry of Health. 

Doctor Pie take it that this’was a 
letter chat vow sence toy Pre SMiLcn? 

A. Yosrrii ls". 

0. And Doctor, as I read the 
letter, in the first two £ull ‘pages you are outlining 
Bacon tian a number of concerns or comments that you 
had-as- to the difficulties Of Interpretation that 


arise with various digoxin levels and concentrations 


in various types of specimens, including ante mortem 


and post mortem blood specimens; fresh and frozen 
tissue specimens; fixed tissue specimens; and exhumed 
tissue specimens; do I have that correctly? 

A. ThatvisVeorrecty 

0. Doctor, are the comments 
outlined on the first two pages of this letter in 
substance identical to the comments that you made on 
the same interpretive problems in your first reporting 
fetter {coOslin. Wiley that we have earlier reviewed? 

A. That <=LEecorvect; 
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ANGUS, STONEHOUSE & CO. LTD. Kuaffman, dr.ex. 5867 
TORONTO, ONTARIO (Cronk) 


of yoursdetterpenttyou woultd,enleasey,eareythe-eritéeria 
which you used to rate these 36 children in terms 
of the probability of death resulting from digoxin 
intoxication outdined. igheulleonathatepage? 

A. Nec, cthey rare, 

0. Andemay|i have ttaagain/for 
absolute clarity;,Doctor, ,theseiwere-criterias, as I 
understand your evidence,designed and selected by you 
to permit you tog@rate inbtermsilo£f probabilatyrthese 
deaths? 

A. Thetis correct, 

0. And in terms of probable 


involvement of the drug digoxin intoxication, Doctor, 


‘Antakeatt your hnghestiratangiwas sos? 


A. Thats isecorurects 
0), And deaths rated -- 
A. Pardon me, I was instructed by 


the CDC because of the design of the rating sheets 
that 5 was high and 1 was the low end. 
0. Alierichs? 
A. Sonthatewas withianétherdesign 
Ae rating sheets, that was a given. 
| 0, You anticipate my questions, 
Doctor, because others might have approached the 


numerical sequence a little differently. Do I have 


a, 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 9868 
TORONTO, ONTARIO (Cronk) 


it correctly then that those cases where you considered 
the probability of death resulting from digoxin 
intoxication to be most probable were rated with a 5? 

A. phet 1s correc: 

0, And conversely, those cases 
where you felt it least probable that death had 
resulted from digoxin intoxication were rated with a 1? 

A. Thate2s correct. 

0. Obviously, Doctor, there are 
without showing any particular, brilliance. at this 
time of the day, Doctor, three ratings within those 
two extremes. May we fairly infer from the ratings 
which you have outlined on page 3 of this letter that 
-any death with the rating )o£.3- or more; in. your, judgment 
was a case where there was a reasonable probability 
thatedeath had resulted from digoxin intoxication? 

A. There was certainly a 
possibility, andidasuppose yourccould call ita 
reasonable probability, yes. 

0. Shor Mone? 

A. 3. OG, more “sd. would «kerntainly 
agree that those with ratings 2 and 1 I really 
considered a very low probabidaty,-and d:am not,sure 
that readistically.d} can) differentiate, between 2. and 1, 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 5869 
TORONTO, ONTARIO (Cronk) 


0. inanksyou; -Decueryouboctor, I 
don't intend to review in detail with you the various 
criteria that you used ,Atieveatersetloutriniyéall .omMay 
I’ with respect to Rating No. 5 draw your attention 
EUeStato the ratinge=il amtsorpry ,ithetaintroduction to 
the rating category. Youshave indicated that patients 
receiving a rating of 5 had to meet at least 4 
eftthe Loltowingaeei teriarc 

A. Thatrisecorrect. 

0. Dost takeortretrom that doctor 
that 1t could begany 4 ofe@theaseoutiasiecd but it had 
to be 4? 

A. Any 20rbue tar 

0. And Dectorysih Iicanrdrawyyour 
agtenttontteeeriteriatio.c5; tunderwRatingoNo.sseyou 
indicate: 

"NO digexin«prescribed at time of 
death." 

Does that necessarily limit the 
patients potentially within this rating as being those 
for whom no digoxin was known to have been prescribed 
dumingariiey2or 1S01t atvthettimerofttdeath? 

A iVanfortunatelyodidnet isay 
what I meant and what I did. What I meant was no 


digoxin prescribed duringtletel 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 5870 


TORONTO, ONTARIO (Cronk) 
0. And is that what you did? 
A. PHaAttis wiat a “ard,” yes’. 
0, Ana*Dector;,"*with respect to 


those patients rated with a rating of 4, do I take it 
tChatee U1 2 criteria outlined had to be met? 

A. Theaters COrrect’ 

0,ar And’singviarly ,”"Doctory, with 
RaCIngG=37-dosl=takeerttethae for-any™“patirent’’*to ‘fall 


within that category both criteria had to be met? 


A. Tite LS cOrrecc, 

0. And there” 1s’ only’ 2? 

A. Mie fs CLonic,. 

Q), Bit rorrRacingd: 2, NOCtern, In 


.that category, any patient rated with that rating had 


tO have at beasts 2°0r?3¥criteria whirch you have 


outlined? 
A. Right. 
0, Buen tVcould be any “2 Jor *the. 3? 
A. Any woron the 3. 
(), And Doctor, when we move to the 


lastegqroup? tie Rating iL, “once *again” youthave™ set “out 
s evirterras "Dol *have rt correctly ‘that ra patrent 
rated with a l had to have at least 1 of the 3? 
A. That re sCOLLTeC tt. 


0. Butecovld sive only -l? 
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ANGUS, STONEHOUSE & CO. LTD. Kautinany ar sex: SST 1 


TORONTO, ONTARIO (Cronk) 
1 
2 A. Thatlispeonnéctrarso) 
3 0. So in some instances the 
4 particular patient could have“satisfrved*all 3 criteria 
P but that is not necessarily the case? 

A. Mia eS Loli s 
’ 0, Doctor, may we turn then next 
i ZL YourvwoOuLatrorl does or our VOLUne, whicn ror the 
8 Dbenerit4of-otner counsel is what” lt understand tobe 
9 the blank scoring sheet, or at least a sample of a 
10 blank scoring sheet provided to you by the CDC group. 
11 Is that what this document represents ;,°* Doctor? 
12 A. Yes, it does. 
0), ANG .DOCTOL, LE we can .go first 

: ,to page 1 of the” scoring sheet; we see there Doctor - 
se well, I am sorry; to be™pertectlty clear“there=-are“a 
15 number-of questions set out on the coding sheet. The 
16 Pat et. .e ¢ 
GF) "Was death the result of digoxin 
18 MRLOxeeacrone * 

. Ano Che-iNStruct rons appear, Cerc le~ wee* least 

probable is assigned the number 1; most probable the 

s numbers.” Dom l=Nave 1c correctly thay your probabrirty 
. rankings would thus be recorded numerically on the 
22 right-hand side of this scoring sheet? 
23 A. m& honestly don’t vtecall if I 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauriman, dr.ex. a a oe 
TORONTO, ONTARIO (Cronk) 


circled them and then a staff person wrote in in 


the right-hand column, or if I wrote the numbers in 
the, right-hand column, I don't remember. 

0. I put the question — you have 
answered the question I posed, Doctor, but the question 
was put badly, I am less concerned with the mechanics 
OpWl tethannthertact thated take it} if the child was 
rated by you with a 2 you would simply answer the 
Guestion by ‘circling thes? 

A. Dieters rCOrrect. 

0. ANGesmiitariy Le yOu rated a 
child most probable you would indicate that simply by 
errcling the number 5? 

A. That as: correct, 

(), And if we move to the second 
Cuescion, Doctor, it ic headed: 

"This assessment is based on the 

following types of data". 

The instructions are to circle 1 or more, and then 
there ts a resuscitation of 5 particular types of 
data which potentially might be available in the 
Category 6 7 for any otheoo.data that might be available. 
On the right-hand side in writing, Doctor, we see an 
ina1cation that the codes will be: 1 equals no; or 


2 equals yes, do you see that? 


. . 5 7 
“ome. cb dose Meet 3" 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 5873 
TORONTO, ONTARIO (Cronk) 


2 A. Yes; 


3 0. DOMINWCOrLectly Nave Lt;,"=Doctor, 


4 then, for example, that if one of the types of data 


you were relying on were the pre mortem blood specimen 


you would insert the number 2 in the right-hand column 


indicating yes, there was that type of data that you 


had reference to? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 5874 


TORONTO, ONTARIO Git .ex. (Cronk) 


A. Wnt Leacluakivedta [ Gircled 
whichever data I listed, and somebody else later did 
the digitade coding. 

Oe Ril eign. 

A. IT didn't want to get confused 
by the ones and twos so I just circled them. 

(oe And you circled the ones then 
indicating the type of data that was in fact available? 

A. Pie teeis COrrecin 

There could be some confusion as to 
how I indicated these. The fact that I may have 
circled data or not circled -- well let me say it this 


Waves tie act esthat | nay Wave. not .circledva pacticular 


piece or type of data does not necessarily mean it 


wasn't available. It means I didn't use it in my -- 
Ord CeConsiaer 1b 1nimy eOeCcrs1On . 

Q. VG oi cot le aly cok 

A. Pei recir Cle. teat. meant at 
was available’ and I did use it, take it into considera- 
tion in my decision, and if there was something that 
I considered which was not listed I simply wrote it 
under "other". 

OF DoeLepakeeLecthen) soc tom st. 
you -Circled a partaculanytype or Infomation At meant 


two things: Eiret, shat it sexisted, ~and second 1y achat 
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ANGUS, STONEHOUSE & CO. LTD. Keaieentan 58 7 5 
TORONTO,, ONTARIO 
ar.ex,. (Cronk) 


you had relied upon it? 

A. Miva tees. selon a. 

And the fact. that IT used it had no 
Impl Catl@nvas! To howl Used 2b. «In other words, the 
fact that I circled it doesn't mean that there was 
abnormal data of that type; it may have been normal or 
abnormal data of that type. 

Os I see, doctor. And when we 
come to the particular cases perhaps you can provide 
some illustrations to us as to the kind of variability 
that you are discussing. 

May we turn then to the third 


question on page 2 of the blank coding sheet. That 


BOUeSst ton ts described as;* "Did digoxin intoxication 


appear to be the result of...", and then there are 
five potential answers to the question. 

You are instructed to circle one or 
more as you felt to be applicable. 

Doe “have 1. correctty, doctor, that 
that question was really directed to your opinion as 
£o the cause of digoxin “intoxication where you felt 
theatre, in Lack. existed? 

A. When I felt that there was a 
reasonable probability that 1t existed then at that 


moment that I was doing this indicated my impression o 
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Kauffman 
ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO Creek. (Cronk) 
how Le could have occurred. It sundeed it did. 
ii tite te that i was =<well], if I 


didn't feel that there was a likelihood of digoxin 
LNtOxLCatwon () sINnGicatedu that, t wwasn't apolicable. 

Ce. thought sina seiereswas Just no 
way at all that I could speculate as to the mode of 
administration then I circled "unable to determine". 

In most cases even thought it might 
have been highly speculative I tried to give some 
impression of how I thought it could have been 
administered. Because at the time I had no idea how 
this was going to be used and so I was trying to give 
as much information as I could or judgment kinds of 
data even though it might have been fairly speculative. 

Oz And, doctor, the next question 
1 think as perhaps self-explanatory. It reads: "Are 
there other medications which may have contributed 
to terminal events?" 

There are various potential responses 
outlined. The first is a negative, the second is 
affirmative, "Yes"; the third is "unable to determine" 
and the last is "not applicable”. 

DOD have ie correctly thateat eyo 
felt that there was a medication which might have 


contributed to the terminal events of any particular 
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ANGUS, STONEHOUSE & CO. LTD. Kaui inva 
TORONTO, ONTARIO 
; adr.ex. (Cronk) 


patient you would circle the "yes"? 

A. Mhateiaicerrect 3 

OR Sir larlyont ayourtelLtithere) were 
none you would indicate that by circling the "no"? 

A. Either if I felt there was not 
or I had no evidence that there were. 

Oe At@ right i naAndaingsrtuations 
where it was a question mark in your mind I take it 


you would circle "unable to determine"? 


A. Thak keacorrects 
OS And then a related question, 
doctor, is the following one: "Are there other 


medications which may have modified response to 


. dagoxzin?l 


Can you tell me first what you 


understood that question to mean. 


A. I primarily there was looking 
for drug interactions that might have either changed 
the concentrations of digoxin or the elimination of 
digoxin or drug-drug interactions which may have 
affected or changed the effect of digoxin on the 
patient. 

OQ. Andewt you felti thats there was 
a drug that might have done that you would indicate 


your answer by cireling® the affirmative? 
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ANGUS, STONEHOUSE & CO. LTD. Katia timan 
TORONTO, ONTARIO 
dr.ex.. (Cronk) 


A. THat Sis VEOr wect, 

Os And similarly if you were 
unableStotdetermine whether for tnot a®particular drug 
or drugs had such an effect or interaction you would 
indicate that you were unable to determine? 

A. THA 1S -Coprece? 

Or And the final category on the 
coding sheet, doctor, page 2, is entitled "Digoxin 
Earliest Time of Fatal Dose". 

There iS a space for a date to be 
inserted; a space for a time to be inserted, but there 
is a handwritten note that appears on the bottom of 
the page on the right which reads, "Note: This will 
. be done only for six cases. All others won't have 
these lines on the form." 

To the best of your understanding, 
doctor, were you to complete that information in the 
cases that you reviewed? 

A. Peankivytildonit recalliputting 
that -anformation?onsany of them. 

Ok Thankeyouy doctor. 

Doctor#;nat wecturn todpage S7mthat 
page is largely in blank, but the heading is: "Comment 
on likely route, dose, timing of administration". 


Do I have it correctly that where it 
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was possible for you to do so you would have completed 
this page in the scoring pages to indicate what you 
felt to be the most lmkedy route ofgadministration of 
digoxin, the most likely dose that was administered and 
the most likely timing of its administration? 
A. That is essentially what I did. 
What actually happened as I recall it 
is I used this plate, this area, to make pencilled 
informal notes, and I may have put down information 
at times that wasn't specifically directed towards 
these questions. But where I thought at that point in 
time that I could, I did make comments directly re- 


lated to these also. 


O% And, decker, svitwe tackn cto 
page 4, that page simply provided for any other 
miscellaneous comments that you might have with 
respect to any particular patient? 

A. Thigt istmigm@t ii Again these 
were informal pencil notes that I made after I filled 
out the other things. Tf I felt there were other 
things kthatinnshouldynote aboutlaiparticubancease: 

OF . And, doctor, did the remainder 
of the documents contained in this volume represent 


your completed scering cards or fehe 364 children my th 


whom this Commission is concerned? 
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| 
oy ee” A. IT haven't looked at each one 
3 of them but they appear to be that, yes. 
4 MS.) GCRONK Geel ieright. 
5 Mr. Commissioner, I note the time. 
Z I would, however, make one suggestion with your 
cencurrencese tits my Tmtention toeintroduce through 
; Dr. Kauffman a summary page of the results of his 
8 completed scorings for these children. I think it 
9 might be of benefit -- I am hoping it will be a 
10) — benefit both to you, sir, and other counsel. 
11 . THE PGOMMLIS STONER: OYess 
12 MS. CRONK: With your indulgence 
a for another five minutes I believe I could do that 
. before the luncheén breaks, [fseyoueprefercnot.to I 
. could do it firstQthingAséterclinch. 
J THE COMMISSIONER: No, I would be 
16 delighted. But where would that leave us? 
17 : MS. CRONK: That will leave me about 
18 fifteen minutes from sitting down, sir. 
19 THEMGCOMMISSTONERsN@Yes. TCATRe right. 
on HicChinktpnobabiyeirctwouldtbeshelprulbomiiwetgotaAthe 
summary now. 
21 
MS. CRONK: EESERtAktsoftog;¥sir. 
an On Dr. Kauffman, I am showing to 
23 you a summary sheet entitled "Ratings by Dr. Ralph 
24 
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Kauroman ge @ MVoreviously torovided a copy of this to 
YOu; GOCtLor. 

Tt is divided into two headings. 

On the left-hand side of the page,"Re: Probablity of 
Death. as "a Result Of Digoxin, Intoxication” and on 

the right-hand side of the page, "Re: Cause of 
Digoxin into wcatLon:.|; 

Does the information set out in those 
two columns, <cGoctor, accurately reflect, first, the 
particular probability ratings that you-assigned to 
these 36 children? That is the information in the 
left-hand column. Does it accurately reflect the 
ratings that«you gave, doctor? 

As Yes, I believe it does. 

Oe And, doctor, the right-hand 
side of the page in the column entitled, "Ratings Re: 
Cause Of Digoxin intoxicetion™ , does the information 
set out beside each child's name in that column 
accurately represent your answer to Question No. 3 on 
the ‘coding sheet, That is, your answer to the cause 
of digoxin intoxication where you thought it was 
reasonably probable that it existed. 

| A. Yoo, beLhinkes th fairiy 
represents that. 
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showing you now -- 
HE COMMLSS LONER: That should be 
Exhabat 2735 «Llethanks 


--- EXHIBIT NO. 273: Document entitled, "Ratings 
by Dre Ralph Kauefman”. 


MS. CRONK: OL, Pector, I am showing 
to you another form of summary sheet entitled, "Summary 
of Children Rated by Dr. Ralph Kauffman with Ratings 
#5 cCo-s2 Inelusive.” 

i wouldgeask you, doctor, with 
reference to all of those cases where you assign a 
probability rating of 2 or greater, are those 
children accurately identified in the first column 
of this summary on the left? 

ee I believe they are without 
double-checking it, but I believe think they are. 

Ore Doctor, if we move then to 
the second column on the page, once again that 
information I suggest and would ask for your agree- 
ment, is a repetition of what the actual probability 
rating was that you assigned to each of these 
children? 

A. | Yes, I believe so. 

oF And the third column of 
information is repetition with respect to each child 


of what. you felt to:be the cause of the digoxin 
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1 
2 Intoxication? 
3 Ae I believe so. 
4 Oe And the fourth column, doctor, 
5 I suggest contains the answer to your question in 
F each of the ten case as to whether or not you felt 
other medications may have contributed to the child's 
7 
terminal event? 
8 A. Yes. 
9 On ANOMLinally,. JdOCctonm,. tie. last 
10 column of information contains I suggest your answer 
11 to the question on the scoring sheet as to whether or 
12 not other medications may have modified the patient's 
response to digoxin? 
13 
Ae Meio. 
14 
O's Ang) COCctor, 1 previously 
provided oa’ Copy (Ob tis summary to you as well, to re- 
16 view? 
17 A. Rianne. 
18 MS. CRONK: May that be marked as 
19 the next exhibit? 
THE COMMISSIONER: Penton 274% 
20 
--- EXHIBIT NO. 274: - Document entitled, "Summary of 
a4 ; Children Rated by Dr. Ralph 
Kauffman with Ratings #5 to 
2 #2 Inclusive". 
73 MS. CRONK: May we take our break, sir, 
at tnis point? 
24 
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2 THE COMMISSIONER: All right. 
3 We may be in trouble; we may be 
4 sitting later tonight, I don't know, but we will see 
where we stand at 4:30. 
MS. CRONK: Thank you, sir. 


--- luncheon recess. 
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1 
2 
\/BM/ak <-> Upom commence ngMatt 22308 pent. 
3 
THE COMMISSIONER: Ves ~Mrss Cronk . 
4 MSGS CRONK: Good afternoen, Sir. 
5 Ot Dr. Kauffman, before we broke 
6 for lunch I had introduced and we had marked two 
7 summary sheets Ay ft wouldiaskiVourtorput Exhibit 273 
, before you which is the longer of the two. Do you 
have that, Doctor? | 
9 | 
A. Vee 
10 ait, 
ve Doctor, reviewing the en | 
11) ratings which you assigned to the various children, 
12 I take it that there were seven cases where you 
13 assigned atmatingnofs3dortgreaterothan'3\in tétms of 
14 | preobabrabimty . 
re A. Tha C@LiSScGrrect - 
O< ANdGINSAaddi tion. to that there 
16 
were three cases that yousratedeerrthat is, slightly 
17 
more than the least probable category? 
18 A. Thatmpsicorrect. 
Eo ©. Doctor, there were 26 children 
20 of our group of 36 where you felt a least probable 
1 rating was appropriate? 
A. PMhaveL s eoereagot 
| 22 
OQ. And IpRtwe Lodk /Cb6Gtor ; rate 
| 23 
the iseven cases where ‘your ratings were 3 or greater 
24 
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and turn to what your views were concerning the 
cause of digoxin intoxication, with the exception 
of two cases amongst those seven, you felt that it 


was most likely to be a single overdose, an acute 


event. Doe have that correctly? 
A. Thatyjaseacorrect.s 
Os Can you briefly explain for 


us, Doctor, what you meant by that ranking for these 
five children? 

A. At weha th time. Tothink is was 
postulating the single dose and that it had been 
administered as a single dose some time obviously 
prior to the infant's death. I don't think that 
these terms implied any particular time frame. 

ole in terms,ot, theyriming of 


the administration of the dose? 


A. Thatogercorrecit. 

Q. All right, merely the method. 
A. The method. 

Q. AeIeugiin. © “DOeCtGYr  S.as.,0 have 


Said or suggested to you, there are two cases were 

you have indicated ike of the seven cases.that»you 
were unable to determine the likely mode of adminis- 
tration, wstiatvnus .Krisiin. lnwoed and,Jordan, Hines. 
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ae Tiat*1s* ‘correct : 
OF, A Santee! DOCtorse + don "t 


intend to take you in detail through all of these 
cases "but there are one ‘Or two that I would like to 
look at with you. The @nily child amongst the entire 
group Of 36 to whom you assigned a most probable 
rating was Justin Cook, is that correct? 

A. That's correct’. 

Os AI eG  DOetOT y= wou Ld 7ou 
turn with me to Justin Cook's coding sheet which in 
your book is found at Tab 37. While we are doing 
that)* Doctor,’ could’ you put the”other Summary sheet 
in frontror yout you would? please. 

A. eS. 

0. ieee Dre ape sas che 
other summary sheet. 

THE- COMMISSIONER’: Yes, but what 
else are we to look at? 

MSS MC RONK* The coded sheets for 


Justin’ Cook*@ at Tabs 7< 


TRE COMMISSIONER: Yes, yes. 
MS. CRONK: PALO. Cred 2s ere Tab 37. 
OF Dr. -Kauitiman,  1i we look “at 


the second summary sheet and the information recorded 


there we see that of the entire group of 10 where you 


ier at, 
4 Tapisoni Sitpia ILA 
7 ; 


a a séiris 16 fae." Aeeonty TLe740 nH } art 


* ar exrr. Olucw TJ Parte ow tO an & Sten ’ Sa 6° Te 


- ‘wntdis odd Sapna bite 


&{dedery Y 207 © 1D 


e450 irr) 


. sent 


OV Dluoe , repo itp 


ni toriw 24eafe prihes 
“wieh ote sw slid 
s 
750" if ie gedsa‘’ wit 
“a Ags) i 
; 
ia «Ze PVS. #20L0x 4 
\ 
tarw Sud .,.es7 PAMMO TSIM) jaf 
oF | 
§ ris ‘ ' 
! 
| 
so? wioshte behdo «a:/t 2 AELIn 
{ € ci 1 iz 


eeoy OY sRUMOT RET MNO 


i 


St dar (2te . 80S Sicided saveEeD . 2M 
dé 2eol ow 2) maze soit J/g 
babyanes aac silky bets, Jeols vYiremews brivv ifs 


P8027 Yo I9a9 seu ow wxerls 
, . 


° 
) ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 3888 
TORONTO, ‘ONTARIO (Cronk) 


Gadtareating e@iu2 dior foreacer aineterms tofcprobability 
only in the case of Justin Cook did you indicate that 


another medication, I take that to mean other than 


digoxin? 

A. mess 

Or All drightsytMayawave contributed 
to his terminal events. We see on your coding sheet 


i£ we turn tO page 2 thaltetliatyberthesintonmation 
Obviously that you wrote on your coding sheet. Can 
you explain for us, Doctor, what medication or other 
drug was being addressed by you and why you felt it 
may have contributed to his terminal events? 
A. Enehink Lowas thanking in 
terms of the possible role of propranolol when I 
wrote that down. 
OF Aivbenneahtesabector; fin 
indicating to the CDC group that there may have 
been a contribution by propranolol to his terminal 
events, were you suggesting as well that propranolol 
may have played some contributory cause directly in 
the!) deathJo£fttherchild? 
A. | I was suggesting that as 
a possibility, yes. 
oF Ali giugqntsasvYouywallerecall, 


Doctor, from your prior discussion, ofthe reporting 
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PStEers MEHAt Youtadtd foram Wiley that yot 
specifically addressed the issue of propranolol and 
its possible contribution to Justin Cook's’ death. 

AS TOunderstand PLPPDector; vyouo indicated that-it 
may well have contributed to the bradycardia and the 
arrhythmias which the child had suffered. 

A. Tha tis correct . 

OF Was it your view, Doctor, 
when you completed your second reporting letter to 
Mr. Wiley, and bearing in mind what you had indicated 
on your coding sheet for the CDC group, that it 


was thare propranolol may have directly contribu- 


ted to this chi#td's death? 

(i Ast ierecall; vi, still considered 
L£°a possibility that propranolol may have been® a@contyi- 
butory eauses**+Ty don"t remember exactly ’*21£°E refer 
to that specifically in the second letter. 

QO. Doctor, you have indicated in 
your =€be Godingrehesteas well@that you were@unable to 
determine whether or not any other medication may have 
modified Justin Cook's response to digoxin. Can you 
help us please as to what you meant by coding that 
particular question in that way? 

Bs I didn't see any other medica- 


tion record of any other medication being used or 
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administered to the child which I thought could have 
been associated in a drug interaction which might 
have resulted in increased digoxin concentrations 
or modified the response to digoxin specifically. 

OF You did not see any other 
medications? 

A. There was other medication 
but I did not see a medication which I thought would 


specifically modify the response to digoxin. 


Ox Why then, Doctor, --- 

A. Well, let me renhrase that. 
O% me SOirny . 

As I am probably confusing you. 


LREROUGHESthat propranoMolGcould have, and I didn't 


see any other medicationiithat I thought that there 
was a possibility that it would have modified the 
response to digoxin. I was not aware of any known 
drug interaction between digoxin and propranolol, but 
T-couldntt be absolutely’ certain’.© So;sI coded» the 
modifier response question as unable to determine, 
simply because of my uncertainty. 

YOu cet I suspect that propranolol 
in and of itself might have contributed to the 
bradycardia but I didn't know if that was an indepen- 


dent response to propranol, if indeed it did occur, 
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1 
2 
or if it was due to an interaction between propranolol 
3 and, digoxin, So, ,ace could: Sayvayes »desuspected 
4| propranolol may have contributed to the terminal 
3 event but I could not say that this was because of 
6 a modified response to digoxin. 
” oF Doctor dist. propranolol had 
8 had a, modiftyingsetfect ew thus child, can you help 
me as to what that would mean; in other words, would 
; it render the child less susceptible to digoxin 
10 ae ; 
toxicity, O©.-more susceptible. 
11 A. Well, a modified response 
12 could be either way. 
13 Ove leseee oSo;,ntkheénissueulisaan 
14 unresolved one in YOuremand? 
15 A. Thatta 2 Smrkoghit. 

Ov Mi et oats. Doctor, could we 
ne turn then if you would please to the case of Kristin 
i Inwood. Your completed coding sheet for this child 
18 appears. aiwilab+355a qhookingyatethenfirstrtpage of 
19 yours.codedssheet foraKristingInwoody Dectorowensee) 
20 in terms of your probability ratings that the chzld 
1 appears to have been originally ratedvyvat 2yrbhataisy 
92 slightly more than a least probable categorization. 

Dowl shave: that «correct hy? 
# A. That Savi gis, 
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oy All right. And then besides 
that, Doctor, weysee ini Eeingyalnoter Dre’ Kautiman 
called Eonchangesthis 2 to a4". Did you, Doctor, 
after originally ratingvthis child, change your 


tating from ar 2BroO ay 4? 


TNS Yesredl said 
Oo. Whyte dds youndory so? 
A. | I did that after I was aware 


of the serum sample with the concentration of 491 
nanograms per ml. 

| O% Meare then,. Doctor, that 
you then necessarily changed the rating some time 


after you had completed these coding forms but after 


as well you had been provided with that information 


as to the existence of a post mortem serum sample and 


the level. 


A. Phat, 1s courects 
O« RightionbDocrorgecoutdtwe burn 
to your Comments page in your codingAsectwonehaReally, 


the last page is an amalgamum of the last two question 
on the standard coding form provided by the CDC group. 
We see there that aan Ne that you were unable 
to make any comment on the likely route, dose or 
tiningwot administrationegeYou indeeated that 1t was 


not applicable.) Do youmseesthat; sbeetor? 
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TORONTO, ‘ONTARIO (Cronk } 
Ad Yespithatrisicorrect:s 
Os And if we turn to page. 2. of 


your coding sheet. 

A. Yes. 

Q; You indicated that you were 
unable to determine the cause of digoxin intoxication. 
Can you tell me; Doctor, at the time that you changed 
your probability. 2 ratthetforathisrchilidstdid you 
also provide the CDC group with any further revisions 
to pages 2 or the Comments page of your completed 
sheet? 

Ax Wedll?einoreTIadidanotralter 


those pages: sdnshould havedbutxE did» nots. I vsimply 


told them that I thought I should change the overall 


rating and I added that I was taking into considera- 
Sion at the bottom of page 1 post mortem blood. On 
page 1, the second question, I indicated to them that 
I was taking into consideration the post mortem blood, 
that I was not originally aware of and they changed 
thefcodetionvdanen number [¢tosa Zhrathertthanna iL, 

@.. Dector, I take it then that 
originally ---.- | 

A. Buta iedidtnobrehangesn anything 
else from the original scoring sheet. 


O: Doctor,’ I,take’ it»ethensat the 
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time that you did your original rating you were 
basing it on what you knew of the child's ante mortem 
blood levels, what you knew of the concentrations of 
digoxin found in her fixed tissues and those found 

in her exhumed tissues but not post mortem blood 
sample. 

A. THaLOisnrcorrect. 

Oi What was there, Doctor, that 
provided you with sufficient information once you 
knew of the post mortem blood sample -- well, I'm 
sorry, let me back up. Once you were informed that 
a post mortem serum sample did exist and it hada 


level of 491 nanograms would that have been sufficient 


to permit you to express an opinion as to the likely 


cause of the digoxin intosication? 

A. I might have been able to 
express an opinion with a little more certainty than 
Ligidtortgqinalty Gs, yixeanGanswertyousto thatiextent® 

OF Have you fairly, Doctor, to 


be fair to you, have you given that matter any thought: 


A. No. 
‘ee Are™you able to tell us? 
A. I have not given it any thought 


other than what I indicated in my second letter in 


the police report after I had that information. 
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TORONTO, -ONTARIO (Cronk) 
0; To. Mr. Wiley? 
A. RLOWwt. 
OF Doc tou, Could “your tur as 


well please next to the case of Jesse Belanager. 


Your coding sheet on this child appears at Tab 24. 


A. Okay. 

Os Devyou have that, Doctor? 
A. Les. 

On Youn probability rating for 


this child, DOSCOL, was.a5. 5.0 (Dut we see from 
your summary sheets that your probability rating 
for Stephanie Lombardo was a 4. You have told us 


in evidence over the last day anda half that in 


reaching your conclusions concerning Jesse Belanger 


for the purposes of the reports to Mr. Wiley you 

were relying upon what you observed in the clinical 
course of the child, the terminal events of the child 
and as well the digoxin concentrations in the exhumed 


tissues of the child. 
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And caneyoueheip meyedoctor),«as?: to 
why when it came time to rate these children to the 
CDC group Stephanie Lombardo received a 4 and Jesse 
Belangerva 3? 

A. I suspect that part of the 
answer to that question is, as I mentioned earlier, 
not every case fit neatly into my preconceived 
descriptions, and there were times when I was not -- 
where I could have ranked them either way in either 
direction. 

I think that one thing that led me -- 
well, a general answer is that primarily it was that 


I perceived a difference between the medical records 


jand theivroclonicaldcourses Ttwisseacticue thats their 


digoxin data wasS primarily based on exhumed tissues. 

I can't remember if Belanger had -- yes, it was 

exhumed tissue, I think they both only had exhumed 

tissue concentrations. So the quality of the digoxin 

data was not tremendously different between the two. 
tthinksthermthing: thatijiswayed me 

with: Lombardo, totiputi hens inea shagher wategory was 

that she had been fairly stable for approximately five 

days after her surgery and then suddenly things 

changed. There was a clinical course that meant 


something catastrophic had occurred. She over a rathe 
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short period of time developed an irregular heart 
rate, bradycardia, a weak pulse, she vomited, she 
hadyall “the typical signs (ot “digoxin intoxication, 
much more-described in the chart much more typically 
than there was for the other child. So that I had a 
little more in terms of description for her death 
event than I did for,.the other kids who had similar 
dagoxr-vwadatag 

The other.thing-that«I think 
probably swayed me was that her serum potassium was 
quite normal on most of the occasions from the 18th 
tOnREheS2 2nd -OReDeECember, and then on the 23rd it 


was up to 7.4 on the day of her death. Again that 


-waS a piece of evidence that swayed me to make her 


a little higher probability. 

So I suppose the succinct answer to 
your question would be that the description of her 
hospital course and the contrast between her condition 
as described during the five days post operatively to 
the condition as described during her terminal 
events, and the change in her potassium concentration, 
led me to rank hes withea a ttle pitighepipordbabtity 
than’. did with the other baby. 

QO. Doctor, I note with respect to 


Jordan Hines the same probability rating of 5. You 
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ranked him with a 3 although you ranked Lombard with 
aera, Do your comments hold true for Jordan Hines as 
well? 

A. I think generally that is the 
case, yes. 

i. Decor, "SELP™on thewease of 
Jesse Belanger, vou will Levan “that vou testified 
yesterday and as you confirmed today, that the clinical 
course “of “thaty chvlda was eam ingredient, 15 you wall, 
of the ultimate judgment which you reached quite 
apart from the digoxin concentrations measured in 
exhumed tissues. 


However, on my reading of your 


‘completed coding sheet for the CDC group, no mention 


Ls.made of the clinical conarteron or this chidd nor 

of any Significance’ that you may have” attached ‘to it. 

Indeed when we turn to your comments section on 

Jesse Belanger your only comment is as follows: 
"The only basis for postulating 
digoxin as the cause of death is 
presence of digoxin in exhumed 
tissues*of an infant ‘whois not 
supposed to have received digoxin." 
Doctor, at the time’ that ‘you “finished 


reviewing the medical record of this child was the 
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clinical course considered by you to be significant? 

A. Wes. Gti itouwgie tthe te lina cat 
course was not inconsistent with digoxin intoxication, 
although in and of itself it certainly wouldn't 
prove it. That together with the presence of digoxin 
in exhumed tissues in a child who had not been pre- 
scribed digoxin wis thought met: the critteriarthat- I 
had deseribed ori myselioito, place-a child aneCategory 
Bry 

I neglected to make any notes about 
that, or considerations ondthea front pagerofr that I 
see, and wrote only in that last comment, that is 
probably carelessness on my part. I must say that the 
comments that I was writing at that time were 
informal notes that I had no idea how they were going 
to be used, if at all, in» the final -- as they were 
incorporated into the study. I was simply noting 
things as I completed my look at the chart, which were 
notes to myself and presumably notes that were going to 
be used by the CDC team as they put their report 
together. 

OF upockon;, faccepung thatl mavyy;, 
on the basis of the emphasis which you attached to 
his clinical course in our discussions over the last 


day and a half, and indeed in your reporting letters 
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1 
BB5 2 to Mr. Wiley, can we agree that on the face of the 
3 Cwo,:, LhateisSyvour, completed, coding. report, to» thes €pDc 
4 group and your reports to Mr. Wiley, there appears to 
5 be some discrepancy on that issue? 
, A. Looking at them side by side 
I would agree with that. I suppose I should say that 
the CDC scoring was done a month before I drafted 
8 the so-called police report. I did it ina different 
9 context, at a dififerentytime, with a different set 


of thoughts and probably a different orientation. 
When I did the police report a 

month: later I.made more effort, I, consciously, I 

deliberately did not go back and compare what I had 


-done on the CDC report because I wanted to do them 


independently. I suppose with all the vagaries in 
these cases in terms of trying to make estimates and 
putting down all the informationgl jam neoteternnbly 
surprised that I might have incorporated some 
inconsistencies between the two. I don't think it 
substantively changes my overall impressions on the 
cases. 

The other thing I think that happened 
with the police report was that not having to place 
discrete numerical values,on decisions I was able to - 
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ANGUS, STONEHOUSE & CO. LTD. Kak man S901 
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with the CDC evaluation, so I may have made distinctions 
in the CDC evaluation that. iccidn! trwhen® ls drafted:the 
policelrepont) daqm talking about subtle distinctions. 
Ow Thanks. vou, | doctor. 
DOCLOr, aAwouLdiaske you GO <climn iG 


you would to Tab 25, the case of Janice Estrella. 


A Justis ay momen ty 

655 Doe yous haveumchatiwadoctor? 

AY Nese 

OF Doctor, Once again looking at 


your coding sheet on Janice Estrella we see the 
probabality rating ‘of 5,8 thatars? most probable, 
CavcledWis that icorrect? 

A. Uiiady cs ic Grasentt 

On And beside that, doctor, we 
see a handwritten note: 

"Dr. Kauffman called to change 5 to 

2 

Do you see that? 

Bee Goburect. 

ey Digevyou wn tact,. doctor, 
originally rate this child in terms<of ‘probabilaty 
of death gated by *digexaint asiiaes? 

A. Tat LS.corbect. 


0. And subsequently changed it to 
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A. Thabeis correct. 

Oe What caused you to alter your 
opinion in the case? 

A. As I recall the pivotal piece 
of information in this child to cause me to give such 
a high probability score originally was the serum 
concentration of approximately 70. When I was subse- 
quently informed that that was gutter blood I could 
nobeticompletelyyignore 2tyebut I had to --— Lvecouldn't 
assume that it was any evidence for toxicity either. 


SO Lilet tenacs il vhadtto;ebecause orf the ambiquity of 


that sample; Ivhad to assign some risk to this 


Patien brburer drdnvo tealethat I could put the risk 


nigher’ than 2.) -Ltewas amp¥votal piece of information 


for me when I was making that decision. 

OR Doctor, were the comments made 
by you on the likely route, dose and timing of 
administration for this child, at page 4, made before 
@neat tern. vyourrchanged“your “probability ‘rating? 

De They were made before and were 
never changed. 

Q. - They were based then I take it 
in the belief that the post mortem sample was in fact 
a serum sample? 


A. That Ls correct. 
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1 
2 On Doctor, I note as well -- I am 
3 sorry; in the results then on Janice Estrella, I take 
4 vouthateinothe final analysis for the CDC group when 
5 you rated the child you placed her as a little better 
j than a very low probability of involvement with 
digoxin? 
7 
A. Thakeusrecorrects 
: Ox There are two other children 
. that you placed in that category, doctor, Brian Gage 
10|| — and Barbara Gionas, bothmbeartasprobability(mating of 
11 26 0°Ltam *referringsnow: to the!summarysheetof your 
12 Lesutersedoctors itsethatncornect > nbothileshthose 
e children were assigned a 2? 
Ax. Uiemtcan find the right sheet. 
a Yes that.-1s -cormect. 
15 OF Neither of those children, 
16 doctor, were dealt with in your reports to Mr. Wiley. 
17 - Indeed you will recall, I suggest, that you indicated 
18 that only those cases which afforded sufficient 
~ 49 information for comment or analysis were dealt with. 
a0 Implicitly therefore I suggest that at that time you 
felt there was insufficient data that allowed you to 
= dealoinethat way with either Brian Gage or Barbara 
Gionas; do I havesathat Conrectiy? 
23 A. Thatepsecorrvect. 
24 
25 
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ANGUS, STONEHOUSE & CO. LTD. Katiienmian 5904 
TORONTO, ONTARIO 
dr.<ex.. (Cronk) 


1 
2 OF Why then, doctor, and on what 
3 information could you then analyze these cases when 
4 you were doing your ratings for the CDC group? 
5 A. I'm not sure I follow your 
question. 
6 
On Alright, moctor, Pmusorry , 
: perhaps again it was put awkwardly. They were not 
dealt with in the police report. 
9 ne Right. 
10] Or And you said in the police 
11 report that the cases not dealt with were ones where 
12 there was insufficient information available to you 
to permit an assessment. 
yt Right. 
14 
OF In the case of the CDC ratings 
15 however, neither of these children were put in the 
16 least probable category. 
17 : iN Right. 
18 Os They were nudged over that, 
~ 49 if you will, What anformation was avarlable to you 
a that led you to be in a position to deal with Brian 
Gage and Barbara Gionas and to assign a probability 
~ rating On 2 for these cases? 
2 A. Okay. Again I think these 
23 two children fell into the category of children that 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kaui tman 5905 
TORONTO. ONTARIO 
dmoecs) (Cronk) 


didn't neatly fit either of my categories. I can 

tell qyoukbhe Speci itetcm teriattial ican find my 

notes tha twewavyed ime stowput them iin a Zavatherethan a 
hyp ‘Li syoumwi ll sive me just a moment to pull the notes 
on their. 8elvshouldssay Gwhaleml “am doing thessearch 

I really viewed the rankings of 1 and 2 as being 
children with which there was very little confidence 


that digoxin was indeed related to their death. 
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ANGUS, STONEHOUSE & Co. LTD. 
TORONTO, ONTARIO 59 0) 6 


KRauLiman, arlex.. 
(Cronk) 


And as I said earlier I am not sure thet 1) really 
could make a real distinction between the children 
who Ureceived “rankings*or [aor vom tye may be an 
artrractitial GLSeimet ron -eebue tl tind try "toa te reas t 
attempt to do it, and I would caution people not to 
assign a great deal of quantitative value to the 
difference between the 1 and 2. 

ie Wel i; Doctor? may V1 StOp 
you there for a moment then? 

In either the case of Brian Gage or 
Barbara Gionas bearing in mind what you have just 
Said, was there in your view any real ‘basis for a 
Belief or judgment that digoxin intoxication had 


caused the death of either child? 


A. There was some clinical 
evidence. For example - that I couldn't ignore - 
for example let me summarize wage fOr“youw. “Tits 


child was a severely cyanotic child who had a 
transposition with an intact Septum So =the blood 
between the lungs and the poayecoulatnot mix. and 
he was very cyanotic. 

He had a balloon septostomy at 9 
days. He remained Cyanotic but he was fairly stable 
as nearly as I can tell from the chart but he was 


still persistently cyanotic so he had been scheduled 
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ANGUS, STONEHOUSE &co.tto. Kauffman, dr.ex. 5907 
TORONTO, ONTARIO (Cronk) 


for future surgery. 

Ae 0320 on the day of the scheduled 
surgery he suddenly developed vomiting, bradycardia, 
typical (signs agaimor dieoxinwintoxication and I 
really couldn't ignore the description of those 
Symptoms when I looked at it carefully and put him 
in ‘a d> elthougne that was really <= really his’ ante 
mortem serum concentration which I had wasn't 
inconsistent with his prescribed dose. So those met 
che" Cra termi a ect eienad “Ssecvout for mysele and 
technically they met the criteria that I had set out 
for 2 so I felt “imhadeto sue nines nn 2. 


Now if we look at Gionas, this was a 


iittle different;Mbut again it was an ambiguous case 


in terms of my self-imposed criteria. 

Tha s“chitidvcamesin the Hospital’ at one 
day Of “ageVwithma ‘coarctation, and a hypoplastic 
aorta which means that he or she, I am not sure what 
the gender was. 

THE COMMISSIONER: She. 

MS . CRONKe"0 Frabarbara’ 

A. . Barbara, okay. Which meant 
that ther Heart was ainabderine provide enough blood 
flow to her body, and a lot of the blood was being 


Shunted to the lungs so she came in in severe 
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ANGUS, STONEHOUSE & CO, LTD. 
TORONTO, ONTARIO Kauffman ’ Or .ex3. 


(Cronk ) ek 


congestive heart failure. 

She was operated on twice and 
remained in failure and went progressively downhill. 

Now the description of her course 
leading up to her death and her death event did not 
particular impress me as being typical of digoxin 
intoxication, but she technically met my self-imposed 
criteria for Category 2 because she had ante mortem 
serum concentrations consistent with her prescribed 
dose as the other baby, but she had ambiguous post 
mortem digoxin data. 

And those were two of the three criteri 
l had set out soppietelupiegsad toeput cher imanae2 % 

Again I say I think that either of 
these children could have - you could argue that they 
should be in one or the other and that is why after I 
did this and then sat back and looked at it I really 
wasn't sure whether there was any real difference in 
the probability between the ones I had given a 2 to 
and the ones I had given a1 to. 

Oe Tank) yoweebocror: 

boctor, dealhndiwithithercatedory of 
chididren, where yourididvassigm a probability rating of 
Ll, as. yow know --& 


THE COMMISSIONER: Before you leave 
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ANGUS, STONEHOUSE &@co.tto. Kauffman, dr.ex. 5909 
TORONTO, ONTARIO (Cronk) 


the Category 2, thesenames bothpbased, are they;not, 
upon digoxin levels which were read ante mortem? 

tie WITNESS: = chink that) is)included 
they both had ante mortem levels. 

RHE COMMESSTONER:++Wellsother~ than 
the fact that their deaths were presumably consistent 
with digoxin intoxication, what you are assuming is 
that somehow it was the therapeutic dosage, intended 
therapeutic dosage that killed the two of. them? 

THe WEENESS:owNo;, noyenoteatl ali. 

THE COMMISSIONER: Then what is the 
Significance of the ante mortem readings? 

THE WITNESS: The Significance was 
that if the ante mortem serum concentration was 
consistent with their therapeutic dose as prescribed ---- 

THES COMMISSIONER: = (Yess 

THE WLTNESSs:,..-—-they.~could, have),fallen 
intoreitherarating 1 or 2, based solely on that 
eriteria‘. 

THE COMMISSIONER: Yes, but you would 
have presumably if there hadn't been those readings, 
those high readings you would have put these two 
children in 1, would you notz 

THE WITNESS: High readings, on the 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman , adryvex: 
TORONTO, ONTARIO (Cronk) 59 6 


THE COMMISSIONER: No, no. I am 
talking Of the ante mortem readings, Weren't they --- 

THe WitNbose 8. don't think they had 
elevated ante mortem --- 

MeosmCsSONKieetin wsact, Sit to clarify 
that so that. the techru 1s 7elear only one sor, those 
two children had an elevated level. Brian Gage had 
3.) and Barbara Gronas” Wast ante mortem was “a l.9 
as’ T=receli rt 

THEM COMMIPSSTONER: Butte still dont 
quite understand... Let's just look at Gionas 
then. 

Mow CRONKG t-Thate Ss "Tab 32, “sir. 

THE COMMISSIONER: Yes, Tenave chat. 

I thought I had a note here that as 
far as Gionas was concerned she had met your criteria 
because there were ante mortem readings, but I have 
got that wrong? 

THE WITNESS: I believe there are 
ante mortem levels on both of them. 


tHe COMMISSIONER: Yes}? but -2f* the 


ante mortem level is within the therapeutic range 
how does thatvafrect you*at*all? 
Tipe v ie Neo. Ltt ess 


THE COMMISSIONER: Yes and Gionas 
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ANGUS, STONEHOUSE & CO. LTD. 5901 


TORENTS, QRtARIe Pore rinan /§ crlex. 
(Cronk) 

1 
2 apparently was. 
3 THE WLINESS: Both of them =—.1 accepted 
4 both of them as being within the therapeutic range. 
5 One being on the high side but I interpreted the 3% 

as being within an acceptable or non-toxic range also. 
: THE COMMISSIONER: Well, leaving aside 
: for the moment that sometimes it is a fine line between 


8/1 and 2 and is one that you had difficulty drawing but 


9 I still don't quite understand why either of these 
10| children went anpo.the 2. 
1 THE WITNESS: Well, with respect to 
= Gage I suspect it was primarily due to the description 
of the terminal event. 
8 TRE COMMUSscONBR = , All rrogit. Is 
i there that much distinction between his terminal events 
15 and those of many of the others? A great many of them 
16 had sudden bradycardia --- 
17 | THE WLINESS: Dt tnink ab he. tine 21 
18 was doing this it apparently impressed me that it was. 
‘ie Maybe if I went back and Dene tet them side by side 
I wouldn't feel the same today but I think that is 
a WOVeie LO wie test hoOner nat particulareday., 
at THE COMMISSIONER: All right. You 
oe thinks youy put. Gage in 2 because of the nature of the 
23 terminal eventSwis that. right? 
24 
25 


7 : ; ie, 
hire oie sinh) ibe 19 legge 


S6i2c weives! Jisr - aaMOT BEI bk: 


—Y 
on 
wh 


a 


ve et Saray 


- Nesvied sirl ents Be $2. a ae Jfamon ort7 


; 


sul iad ¥3in5 127i. hax: mt ted3, Sno 2i 
S2si) to tedeis vt Dnasexenns o3t: ip gy its 


ss od3 o2ni JiSsw ez! 


At he of teks : 2250T Tw ANT 
"STS DATOS SUD Vi temine enw +7 +5. 
sanevo Isai 
tip tt 4A. sSH@OIRaTMMOD FH 
tvs BAN- MeeWwIed roOlindsde thy cox, J ec 
16930 A&A Sesento af? Yo ene ° 
re—~GlbzsovOsud mafaty 
f oi) od 3a aAdivis ft :@244TiIW ANT 


2897 32 3ot}- am borasyumi Visnovegge si eid on iol 


‘228 yd shie mads #1) beleotihns 96d Jnew ft 3) 
i tent anisg, 2 cud pebos once ons [$o) 3‘ nb 
‘(0% smluosarag ted a0-bib T,asiw bie 1 

wok .ddgle £04  eMOTeeIMMOD, ger 
a) to syiten ods 2o-wauaned fink. 6050 jug voy 


ins Ritisinw prised 


* he 


ANGUS, STONEHOUSE & CO, LTD. 
TORONTO, ONTARIO 


Kauffman, dr.ex. 
(Cronk) | Oke. 


1 
2 THE WITNESS: Along with the normal, 
3 what I thought was normal pre mortem serum concentration. 
4 THE COMMISSIONER: Well I don't really 
5 see what the pre mortem serum concentration has to do 
é With it at all Livre wienin the therapeutic range. 
THE VWLiNnSo: ~ Only to the extent that 
: i the child adetiis "kine of Clinical course and had 
8 an elevated ante mortem level it would go in a higher 
9 Category. 
10 THE COMMISSIONER: Yes. All right. 
1 L-don +t want EO, press rteeoo nich. "bP yjust con, @ see 
2 the difference between Gage and Gionas on the one 
2 hand and@allethes others that you mad in number and 
almost all of them we have heard time and time again 
ue .- that the terminal events were consistent with their 
15 clinical condition and were equally consistent with 
16 argoxin polsoning. 
7 THE WITNESS: I think that there are 
18 degrees of --—- 
19 THE COMMISSIONER: Of likelihood? 
THE WITNESS: Of likelihood in the 
a description. In “other words to me the deserrption of 
= the terminal event of Gage is quite different from 
“ that of Gionas. 
23 THE COMMISSIONER: Yes, and you find 
24 


25 


Ree a denver oye 


frarvon 


- | : we inl 7 2, $) a8 ‘tLe 7 (Rah G f rm : 
2 ; - s 
{ee ced neiseFitsiss op 


4 , , 
7, » Welles Ti IGSQST ONS 94) 


zr 


ih’ 


a) Jeeta ons 2) 4) 


C8 Gia seagosy tesa 


7 , 


* 
a] 


SOAP é Ai-o blnew 
t-_ @ 2 


Poewie) aa? ee a 
aD iris bast) fan 
it (Side esau, Sn0 = 3 


ner ABP IGISAT «4 


23 COy Bae .Sae 


ANGUS, STONEHOUSE & CO. LTD. Raut fman,-dr ex, 
TORONTO, ONTARIO ( Cronk ) 5 9] 3 


1 
Rd. Z it more consistent with digoxin? 
3 THE WITNESS: I find Gage's terminal 
4 event description more consistent than Gionas' 
: terminal event. 
THES COMMISSTONER:+ Addl Fight, ‘that 
° might account for Gage beangianue ,rbmtiitecertainly 
/ doesn't account for Gionas. 
8 THE WITNESS: I was using two different 
9 of two of the three different criteria to put Gionas 
10} sige 
il THE COMMISSIONER: All pau Me GQ uey Why 
5 did you put them - if you putGage ins2 because’ of 
that nature of the terminal events why did you put 
13 
| Gionas hin? 
Mm THE WITNESS: The two of the three 
15 that I was applying Gionas to was according to my 
16 notes ante mortem serum concentration consistent with 
17 prescribed doses which wouldn't allow her to be any 
18 higher than a 2 at the most. 
i THE COMMISSIONER: You would probably 
Pouteherhan?a 1 1f there were nothing else? 
as THE WITNESS: Post mortem digoxin 
a data from exhumed tissue in her case which I 
22 couldn't ignore but they were ambiguous. They were 
23 ambiguous because they were exhumed tissue but I 
24 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Keaurimarm, “drvex. 
(Cronk) 5914 


couldn't ignore them. 

THE *COMMUSS LONER ~ IP Ttunderstand 
it really the ante mortem doesn't mean anything. 
The post mortem, it is ambiguous and it may conceivably 
Support digoxin wntoxicavtionso' 1t would resaliy be 
because of the post mortem tissue readings. 

MS= CRONE) Sax,’ £ don't mean to 
interrupt; there may be a misconception here. 

you will®recallithat the Doctor's 
evidence has been that he composed and designed 
written criteria. 

THE COMMISSIONER: THaRS &. Se HAL Ghics, 

MSS 'CRONKID ‘Thee eritveria’ thatehe? as 
referring to are direct quotes, as I understand it, 
Doctor, from the written criteria that he applied 
fOr al rating? OF Zi 

THESCOMMISSIONER: Yes. 

MS> CRONK: “Such that 1f Gionas 
met two of three criteria --- 

THE COMMISSIONER: Yes. One of those 
three then? 

MS. "CRONK<? “hi you turn to Tap sl; 
sir, you Will find Drs Kaufiman”s  -— please stop me 
if Iam Gncerrect, Docter’—" you will find Dr. 


Kauffman's letter to Dr. Smith and at page 3 under 
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ANGUS, STONEHOUSE & CO. LTD. 5915 


TORONTO, ONTARIO Kewvitman, dar.ex. 
(Cronk) 
1 
10 Z your rating 2 yoUlwi litseathree critenma iset out. 
3 To tral Miwithin achat igrouping a 
4 patient, Dr. Kauffman has told us, had to meet at 
least “two*of rene three. 
; eb. Dr. Kauffman, are you now 
: telling us that Barbara Gionas technically met two of 
7 the’ -three? 
8 A. VearOrcan I texpand on.othat? 
9 O' Please do. 
10 A. Rating 2 they had to meet 
1 two of those three criteria. 

Now in the case of Gionas criterion 
= No. L is clinical econdrticnortcourse Not inconsistent 
| with digoxin. toxvertys* Sieshoughn® thavsapplivedvto Gage 
14 but not to Gionas. "Ante mortem serum concentration 
15 Consistent with *thePapevtie*digoxin “dose” OL iheught 
16 that did apply to Gionas. 
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ANGUS, STONEHOUSE & co.tto. Kauffman 1 areex. 5916 
TORONTO, ONTARIO (Cronk) 


THE COMMISSIONER: Lis 2 tS 
consistent with a therapeutic digoxin dose I don't 
see why one should be suspicious at all. That would 
seem to be what should happen. 

THE WITNESS: These were characteristic 
which I inserted there that would not allow it to be 
a3. 

THE.. COMMISSIONER: THeL. se Cg bt. 
That. Dranoeced ce. COW Lromsa 3..tO. a2, butuhow does ut 
Set a3 

THe WLINESSs..Well,.1f the, patient 
had. some..charactLeGiustics.ot..3.. 

THE COMMISSIONER: . 1 ssee. 


THE WITNESS: Now Gionas really 


Couldn't fit i1ntomihe;matang, any,of, the, 1. rating 


criteria. There was a record of receiving digoxin. 
She was receiving appropriate dose and 
her serum and tissue concentrations weren't - well, 
her serum was consistent but she had ambiguous tissue 
concentrations. in. my, judgment.at that. point and. she 
didn't fit critenionsgsrot- rating, li. 
So I really couldn't legitimately 

put her an ihar category and she did technically meet 
two. of, the; criteria of; Categony, 2. and she) certainly 


didnit.fit Category. 8, So that 1s where she tell. 
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ANGUS, STONEHOUSE & CO. LTD. 


pa Ah Kauffman, dr.ex. 9917 
(Cronk) 
1 
2 THE COMMISSIONER: Well now Gionas 
3 I take it under rating 2 - Gionas doesn't fit any 
4 of the - well, I guess there is presence in exhumed 
5 or fixed tissues - no, but digoxin was prescribed 
for, her. 
6 
THE WITNESS: Yes. 
: THE COMMISSIONER: She couldn't possibl 
8 be in rating 3 because all she satisfies is the 
9 Second Criteria. 
10 THE WITNESS: That is correct. 
1 THE COMMISSIONER: She couldn't be 
is in rating 3. Now when VOuUsycome CO “rating 2, the 
second one of those seems to be one that would apply 
only if she were in danger of being put invrating 3% 
| 2S THE WITNESS: I think I agree with 
15 vou? 
16 THE COMMISSIONER: So I wouldn't have 
17 . thought that would apply to her at all. TI would have 
18 thought that with Gionas that unless she - TI suppose 
| 16 if she satisfied condition 1 and condition 3 --- 
THE WITNESS: But in my judgment she 
a did Not satisay condition Jigs 
os THE COMMISSIONER: All right. ‘Then 
22 I don't think she should have been in rating 2 because 
23 the second one doesn't really move her up from 1. It 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, durvex 
TORONTO, ONTARIO 591 8 


(Cronk) 


13 only takes her down from 3 which she shouldn't have 
3 been “in “rn ste Prrstprace. 
4 THe WETNESS: Noye*it psythe thrrd 
5 criterion that keeps her from being al. And the 
Fact rtiae"shewreally dossm te -rit any *Oeunerveriter ron 
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ANGUS, STONEHOUSE & CO. LTD. Kavrnman, dr. ex. 5919 


TORONTO, ONTARIO (Cronk) 
BB. 1c 
DD 1 
2 THE COMMISSIONER: Well, I'm not 
3 Satisfied yet, but carry on. 
4 TUL WEN oo ~iewill try “to respond 
5 vetter tt can ri chance your concern because, as I 
said, when I went to fit these kids into these rating 
: cubbyholes I had trouble fitting some of them. 
’ TOG COMMiSSs LONLK:= Well, let's just 
8 look at Gionas juste for varmoment, to sees First of all, 
9 you say that: 
10] PMcr clinical» condition and course 
11 was not inconsistent with digoxin 
1D TNEOXTCHceITOnN; = eS Of nO”. 
Dib Vile ost el OLom te tiink Lt was 
| typical OL dl gOxInecoxeuty. 
i THE COMMISSTONER: Well then, she 
15 wouldn't have made the first one? 
16 PEW DINE Se: =horan ct think sie made 
7 thie £iest eur, Wo. 
18 THE COMMISSIONER: No. And the second 
io one: 
"The ante mortem serum concentration 
ou was consistent with a therapeutic 
21 ; Per, dose which was prescribed." 
ZZ That was correct, she did-make that? 
93 THEOWLTHESS > © EBhates correct. 
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TORONTO, ONTARIO (Cronk) 
1 

4 CH COMMIS 3s TONER * But that won't 

3 move: Nev Brom lere ess 

4 THE WITNESS: But it keeps her from 

5 being a oi 

6 2HE, COMMESSTIONER: It keeps her from 

DOING Qioya cae om Gai 

; THE WITNESS: Among other things. 

: THI; COMMISSIONER: And she may have 

9 had ambiguous post mortem digoxin concentrations not 
10) inconsistent with therapeutic doses but also not 

11 inconsistent with digoxin toxicity; 

rr DPW iitieo os malls etait: 

e THE COMMLESS PONERs. -So, she did, have 

NO 4.3 geetnclt tance 
14 
CW Eo ote Reeth tg 

ie it; COMMIESS LONER: She also had No. 2 
16 but that doesn't really tell us anything because the 
Ws ' other 36 children, other 28, or whatever they were, 
18 presumably had all the same, they had ante mortem 

19 serum concentrations inconsistent with therapeutic 
50 digoxin? 

THE WITNESS: Well, some of them 

3 didn't have aries eonee nee an data. Some of them had 
never received digoxin and had not had any data 

23 produced on them. So, the ones that vended up being 
24 
25 
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1*s were a composite of the three criteria under 
Rat ing. tie 

MS. CRONK: May I be of some assistance 
Siat, wiitepossible? 

THE COMMISSIONER: You can eas 

MS « -CRONK? Sle?) 1) str 

0, Dector, TF would ask Vous tottake 
a look at Criteria 2 under Ra tng” 1y, 

A. Yes, 

0, Looky at that criteria. [SP says: 

Nhe patient? tot satisrys that 

criteria had to have been receiving 

appropriate digoxin dose." 

Let's stop there. Was Gionas 
receiving appropriate digoxin doses? 

A. I thought she was, yes. 

Q, "And her serum and tissue 

concentrations were not inconsistent 

with the dose." 

Let's leave out the tissue for a 
moment because you have said that is ambiguous, but 
the serum concentration ante mortem was consistent 
with the dose that she was receiving, do I have that 
Biggie? 


A. PeCnougietit was, ves. 
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0, Yes. So, from that approach 
She satisfied at least one of the Gonditions under 
Rating 1 which would have placed) her in» that group, is 
thateragqnte? 

A. Thats vs er ght. 

Q. and then if we look at Rating 
No. 2 there is a criteria that is quite similar but 
more restrictive because this time you are Speaking 
only about serum levels and more particularly ante 
mortem serum levels and that is No. 2 that we have 
just looked at, and she satisfied that as well? 

A. iat as (correct, 

0. =O, at that point. she could 
make it into Rating No. 1 and she is half way into 
making itoanto Ratangqiliowe ey add might? 

THE COMMISSIONER s« «I? am sorry, because 
of what, No. 22 

MS. CRONKs @iese ‘sis, 

THE COMMISSIONER:...And Rate ngs 2? 

MS. “CRONKeS bY Cs 4Sik. adneecach cace =-= 

THE COMMISSIONER: Can you tell me, 
what's the difference between --- 

“MS. CRONK: If yourmtake a look ,-siz, 
at the criteria under Rating Now. 1 ~Barbara,Gionas. 


THE COMMISSIONER: Yes. 
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MS. CRONK: She was receiving, in 
Dr. Kauffman's view, an appropriate digoxin dose and 
her serum was not inconsistent, the concentration Or 
the serum was not inconsistent with the dose. 

THE- COMMTSS1 ONER:@F That's TOs 

MS. CRONK: Now, the difficulty is 
that the tissue concentrations he feels were ambiguous. 
They could or “they may not have been consistent with 
the therapeutic dose. 

THE COMMISSIONER: Yes. 

MS. CRONK: Right. 

Neoving "then to-Rating™= 2° tovsees+f she 
Saxcisiied it. 

0, Dr. Kauffman, her ante mortem 
serum concentration you felt was consistent with the 
dose that she was prescribed, correct? 

A. WES, 

0. All-right.* "Se, "she -satisfied 
thatecriteriaV’ Sov she wesnalt way into being in 
Rating Group No. 2, she satisfied one CErcerira. 

THE COMMISSIONER: You have lost me 
when you do that. 

Ms. CRONKs 32m sorry + 
THE COMMISSIONER: Because I don't see 


anything in Rating 2, No. 2 which moves her from 


- 


, 


; . 
1 


? = - ~ 
; pusooU: Sew-orie tite SD 
i Gin ‘alton ify ste idoc: rt ve =" ina toe 
7 or 
a) - 
2 ROSES od ridic aay. . Siri ops ee 1H 
: - Ww 7 _ 
7 
i SHEN) 6) 2. is tire . — 

e ~ «@. —_ wo * 5 ‘ ‘ agi al Fi, ; 

‘ 3 


> 


4 


if 
| 


= 
al 
rs 
| 
<7. 
» = 
Ss 

7 


Se armel ial 
{ 


: | « 
j i 
Gr 7 Thee, 
B 8 ) 
aot 
+ le i £220) Saf 4 


DD.6 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. haukr man. rues. 5924 
TORONTO, ONTARIO (Cronk) 


Rating 2 ateaalil. 

Moe CRONK Seeteeam Suggesting you are 
entirely righty sii, thatea@ethat stage, she could 
almost be in either 1] on 2 by virtue of the way 
Dr. "Kaulimanmas derined Wis criteria. 

TH COMMESSTONER: Yes, 

MS. CRONK: All right. 

THE COMMISSIONER: Well, it seems to 
me that Rating 2°and"Nowe2mand Rating Tand No. 2 are 
practically the same thing. 

THE WITNESS: I agree. 

MS] CRONK ? si *think’he said’ that too, 
sir. 

THE WITNESS: I agree with you. 

THE COMMPSSLONERT* WAIT Fight, okay. 

MS. CRONK?T}’*0) "And then=doewe not add 
one™more: ingredrent*into*ehe preture,“brlsKaurinan, 
and, that is, that* this’ child*satistfiedvanother 
criteria as you had+defined them-in your Rating Group 2 
and, that was, you didn't know what to make of the 
concentrations in her tissues? 

A. That 23. Correce, 

0, So, you could no longer say that 
she fits solely into one because it is possible those 
tissue concentrations could have been indicative of 


LOxLGTty = 


a 


Sivas te a1 


ie at é 


DD. % 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. Kauffman ,Carvex. 5925 
TORONTO. ONTARIO (Cronk) 


A. ut rconldkbev either way retrn 
my judgment at that time maybe I should have inserted 
a 1-1/2 or something but I didn't. 

0. iim notts une, nsiir pat icanretake 
it much beyond that. 

THE COMMISSIONER: Yes, 

MS. CRONK: I may have even muddied 
the waters even further. 

THE WITNESS: I think this illustrates 
the ambiguity if you will between the Ratingswiceand 2. 
We may be »sp lat bing thaims » 

THE COMMISSIONER: Velie, ci tiitnky we 
probably are splitting hairs. If we Splits ito = 
two hairs in oneijdirectiom eee 
| THE WLINESSs, Profkused hairs. 

THE COMMISSIONER: And 26 of them into 
another. I just don't quite get the distinction. 
However, we'll see. Perhaps it will dawn on me before 
the end of the week. 

MS. CRONK: Q@ Dr. Kauffman, there is 
one other area that I would like to cover with you 
and. dtehas tordoa with those 26echildren that! you did 
rate with the probability mating&oti a. 

As you will recall, sir, an expurgated 


copy of the CDC group report was filed here as an 
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exhibit yesterday. I don't think you need to refer 
co itybusll Vou wash: top leaseuindicate so. But I 
can tell you thateat padewuswon that report at: is 
suggested that according to your ratings patients 
could have received a rating No. 1 for one of two 
reasons; the first reason was that limited data were 
available on the particular patient. The second 
reason was that data was available but suggested a 
low probability that death was due to digoxin 
intoxication. Is that a correct statement, Doctor, 
in your view of the basis upon which you placed 
patnentseinto Rating-Group iNo oalsfeou-one of those two 
reasons? 

THE COMMISSIONER: Where is this, on 
page 13 you say? 

MS... CRONK ww Yes, page 123, sir. 

THE COMMISSIONER: Where? 

MSsaCRONKs »The)second full paragraph 
of the last sentence. .Weuld ze uhelp you, Doctor, to 
have it am frontgow vou? 

THESWLUTNESSs pbeathinkk shouldslook at 
it. because IT thinkmehernem@may berthevpotential ofa 
subtle meaning here which may not fit the way I was 
actually using my own criteria at the time, I'm not 
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TORONTO, ONTARIO (Cronk) 


M5. “CRONK?” @” Look at Page Io, Doctor, 
if you would, please. Do you have it? 

A. I have page 13, 

0, Second full paragraph beginning 
with the words "A discussion". Do you see tiat, Doctors 

A. No. 

0. The second full paragraph starts 
with the words "A discussion", 

A. Noto hy pagers. “Dow Tr *have 
the wrong page? 

0, may 2 seer "ANA Vscltission” 
right there, the second full paragraph. 

A. On *okay. 

0. Penerefrerring, tote fast 
sentence in that paragraph. 

A. Okay. 

0. It says: 

"Patients may have received ... " 

A Okay, now I see it. 

0. ",... a low rating to Question 

Number 1 for one of two reasons: 

Mmited*data*were avarlanie *. oe" 
that's the first reason: 

" ee OF Available data suggested a 


low probability that death was due to 


digoxin antoxicatzon, " 
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My “QueSsETORyCO kyo, WWoctor aniswihat 
Ey accurate statement of the basis upon which you 
placed ichaldremiin Ratang Group Nor la, hor toner of 
those two reasons? 

A. Well, at's subtiety of whether 
to say that I agree with the limited data, I Chic, 
because two of my criteria for Rating 1 said that no 
digoxin measurements were done. So that world ibe 
limited data, could fall within that definition. The 
second one bothers me a little bit, I'm not sure it 
reflects the total or the BHuer Mean ngwou mow and I 
need to think about Gt Bior tammomen ts 

0. Okay. 

A. ieiay Ouse re stelid nicinig koi, 3s “in 
terms of data suggesting a low probability, in other 
words, there is positive data that demonstrates a low 
probabil tyymthaiths va little bit different than 
saying that there were no data to demonstrate EOmueL ty < 

Q, Apese iit. NWelIS Dec tons WT 
don't wish to cause any of us more trouble with the 
language than necessary.’  Canj'we try it this way. 

A. | Peankinn Statitthe time: laras 
using tthis i wasn't thinking of those kinds of 
subtleties. I thought I knew what I meant and I was 
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0. Doctor, were there, amongst 
the 26 cases that you rated with a 1 cases where there 
was data available which you felt ina positive way 
established that there was very little if any chance 
that those children could have died fron digoxin 
intoxication? 

A. Webiy the majority of those 
26 patients were fit into Criterion No. 2 which they 
were receiving an appropriate dose according to the 
chart and their serum concentrations were not 
inconsistent with the dose they were receiving. 

0. RiherighvhsinDectonpul ltakesit, 
leaving those children aside and ones that fit into 
that group, there were some where you just couldn't 
tellnbecause-thereswaseinsufficiient dataiavaiilable. 

A. Theregwere two who had no 
record of receiving digoxin and in whom no digoxin 
measurements had been made; there were five who were 
receiving an appropriate dose and no digoxin measure- 
ments were made. 

0. Ablanighbe Well, Dectoracare 
bheRonesathat fell into sthewfirst qroup, that; yvousare 
describing those in which you would be prepared to 
say as a pharmacologist that there was a very remote 


possibilityeL’ anylthatodigoxineintoxicaticn 
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contributed to: their deaths? 
A. Yes. 
0. May I have the identity of 


those please, Doctor? 


A. iohave a list here af you want. 
Q. Bt erigh ty 
A. I can give you a handwritten 


list, I have nothing else, from my notes. 

0, thank yous, Whichicategory is 
that? 

A. This, category. here, These are 
the ones who were receiving digoxin and had levels 
which were consistent with the dose they were receiving. 

0, Rilgnagnie Doctor, wyoushave 
shown me that there are 20 children of the 26 that 
you would place in that category. 

MRe.. GERATHY® EAM, SOGGY Fe that 
category iS very remote? 

MSiys CRONKeee battle af any.possibility. 

THE WITNESS: Are you making a 
distinction between those and the others in Category 1 
OG RaGingml: 

MS. CRONK< 6.0 pI,-wassattempting to, 
Doctor. Perhaps we had better do this again. What I 


amuefiectively askinguyou,) Doctor uis »lookingnateyour 
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group of 26 are there, amongst those cases, cases 
where you as a pharmacologist feel that there is only 
a very remote if any chance at all that death was 

due to digoxin intoxication? Are there any that you 
would thus describe? 

A. Well, I thought when I ‘was 
ranking these that that was the definition of 
Gategory P'kating Ys i think Loam SLaetiungd Lo 
understand what you're asking, I'm not sure. 

0, Well Slee meraastagan i 

A. He Ses 0 aS a eo Or 20 ae T 
didn't count them? 

| 0. 20. 

A. 20 who met, who were receiving 
an appropriate dose according to the record and who 
had a documented concentration which I thought was 
appropriate to that dose. There is positive data 
which would mitigate against toxicity. Those who had 
no record of receiving digoxin and in whom no digoxin 
measurements were done have no --- 

THE COMMESS TONER * E"n-sorry ) em 
not too sure what you mean by "were done", were found? 

“THE WITNESS: Pardon? 
THE COMMISSIONER: Did they attempt - 
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TORONTO, ONTARIO (Cronk) 
DD.14 

1 
2 recelivingedigoxin andkif they were exhumed or something 
3 and there were no digoxin traces of anything found, 1 
4 Can understand that child you can pretty well dismiss 
5 aS fhavang adi ed gofaahdigexinwoverdosé?: <I .donht know if 

we can, but certainly it would help if there was some 
: positive evidence on which you can base it. But what 
: happens if they don't take any measurements at all, 
8 you dénah know. 
9 THE WITNESS: That's what I was trying 
10 to say. I think I'm starting to understand your 
11 question. 
12 MS. CRONK: That was the point I was 

awkwardly trying to make, sir. 
. THE WITNESS: Those who met Criterion 1 
oe and Criterion 3, based on pharmacologic da taghyemutdon't 
15 know. 
16 MS. CRONK: Q And how many fall into 
17 those two groups?) You don't have. the List any more. 
18 A. Idon* t- have the list. any more, 

~ 19 DPrtcha nk eee 
0. And 20 "fall into the other? 

A. Right. ft °can tell, you why 1 
. DULL Phat. Rating 1 and, that is, because I was asked 
se to- look at or rate these cases primarily ion pharma— 
23 cologic data and secondarily on clinical data. There 
24 
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was somebody else looking at exclusively clinical, 
making ratings based on Primarily clinical data. 

So, when I didn't have pharmacologic 
information I gave him a low Probability. (That was 2 
decision on my part at the time. 

0. Well, Doctor, looking at your 
handwritten list, amoOugsG Oun Group Of 36 there. are 
then 6 children where the information Simply wasn't 


available to you or you couldn't tell? 


A. There were no measurements, 
that's right, pre mortem or ante mortem - I Mee post: 
mortem. 

0. Those were, would you kindly 


confirm-that for me, please, Dion Shrum, David Taylor, 


and Tony Velasquez, Antonio Adamo, D'Arcy MacDonald 
and the Perreault baby, amongst our GrOUp Or 36? 


A. thats -correce, 
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Or MCC aCOrEecty Doctor \hthat din 
the other 20 cases there was positive data available 
to you which would lead you, as a pharmacologist, to 
Say that there was a very remote chance, if any, that 
digoxin intoxication caused the death of those 
children? 

BO wnat as “correct, and there was 
no data to the ¢ontrarys 

OF Mhiank You, DOGtor? Dethink 
maybe we are there. 

THE COMMISSIONER: Whichechildren 
were they with no record of receiving digoxin I know 
digoxin may have been done, but I would have Lhougne 
that they were the first ones that should be - which 
ones are they? 

THE WITNESS: Tiey Wate lorpitenion 1 
and®©3, *thetmiddte-and the right hand column of my 
Orlqinai wd Vets 

THE COMMISSIONER: Why are they 
separated here then? 

THE WITNESS : Because in meeting 
criterion 1 they had no record of ever receiving 
digoxin; those in criterion 3 were receiving digoxin 
therapeutically but no measurements. were done. The 


only thing that differentiated those two groups were 
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that one had digoxin prescribed, the other one did 


Now: 

THE COMMISSIONER: The two are 
Perreault and --- 

THE WITNESS: i), don Weahavemtheadiet 

THE COMMISSIONER: Would you look 
at. the list. 

MS.. (GRONK:: Tey thigikest hak pciial ce 


Mr. Commissioner, was not in our GrouproO E26 . 
THE Wil TWESS« Thats was: sehen child that 
fi reviewed for the CDC, he was not a subject of this --- 
THE COMMLSSTONER: We don't have 


LO Worry “abowt aim. 


THE WITNESS: No. 

THE COMMISSIONER: The only other 
one is Perreault and he is the one who apparently 
never received --- 

THE WITNESS: He was receiving 
digoxin therapeutically but no measurements were 
made. 

THE COMMISSIONER: And Shrum, Taylor, 
Velasquez and MacDonald and Adamo --- 

THE WITNESS: Were not receiving 
digoxin and no measurements were made. 


THE COMMISSTONERs And you.can’t help 
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me,tell me as to why? 

THE WITNESS: No. 

THE COMMISSIONER: somebody will «I 
hope some time. 

MS. CRONK: Theres? onelothero point 
that flows from that, Mr. Commissioner. 

THE COMMISSIONER: Yes. 

MS. :‘GRONK: Ov L.Whenvyouw say? that 
they were not receiving digoxin, Doctor, are you 
talking about that at a specific point in time, 
because the evidence before us suggests that the 
children had received digoxin during their lives? 

A. According to-umy~netesr there was 


no record on the Hospital record that they had 


received digoxin. 


Or At the Hospital for Sick 
Children? 

A. At the Hospital, ‘yes. 

OQ. Thank>vou ;=Doctor .OPDOe tor, 


one final question and then I am going to sit down 

before I get myself into’ trouble. 
THE COMMISSIONER: You are going to 

tela me though]? Maes" Cronk} thate this 4hst4ershrumy 


Taylor, Velasquez,» Adamo’ and™ MacDonald’ ala” had been 


receiving digoxin and that is why they were not 
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1 
2 
EE4 exhumed I take it. 
3 MSs CRONK: Well, Sir;>maybe wou 
4 have connected the two together there too GM ciohy.. 
5 THE COMMISSIONER: Ves (ale nignit. 
6 MS% GRONK: My understanding of 
7 what the doctor hasejustesaid«is that there was no 
3 record that those children had received it at the 
Hospital for Sick Children, I will have to verify 
? that from my own records. 
10 THE COMMISSIONER: Were tests done 
11] onvany.of these Give children, Shrum7z Taylor? Adamo, 
12 Velasquez and MacDonald? 
13 PHEAWLINESS : Ishadynos recoxdneF 
14 digoxin measurements when I did the ratings. 
15 THE COMMISSIONER: And: I take it 
hot in MrawCimburats eepert,, right. 
MSs GRONKs Mr. Commissioner, may I 
Wy suggest, I had hoped to finish before the break, we 
18 are now 10 minutes ovexrsthe timesforsour breakeand 
= 19 perhaps I cannclanify <thispematter,when wei xeturn; «sir. 
20 THE, COMMISSIONER: Aldariqhtthe. I 
4 telievyouswhatmiewant toeknow,or Just want to know - 
55 I. can understand that you,are basing) any! Levelsabeve 
1 which have to have some toxicology to make that) 
od possable;. some indicatreniofiesomething,fifiyou don't 
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| 
2 
BES have*any indication. youSden't"pul°Perin one. But 
: that wouldn't satisfy me, because if in fact the 
4 children died under circumstances that could have 
5 Been’ digoxin toxicrry ,*or could not thave been, the 
6 fact that we don't have any information doesn't mean 
7 anything at all “to me. Because if we don't have 
9 any evidence one way or the other toxicology doesn't 
mean anything to me at all: 
; THE WITNESS: Tai ES correc. - 
La Dr. Nadas who was doing the cardiology review of 
11 these cases may very well have rated them 5, 3, 
12 or 4 when I ranked them a 1, because I was looking 
13 at the digoxin data and he was looking at the cardiology 
14 data. Iijlooked at. the Glinical) data secondarily, 
ig but I had to have something about digoxin there 
before I went beyond that. 
a THE COMMISSIONER: Up to even 
Vel . 
MOVING, 2 Ups tevaas 
18 THE WITNESS: Because I was asked to 
19| look at it from that perspective and I think it is 
20 highly likely, although I haven't looked at the 
41 comparison, that his ratings:of some of these cases 
92 were probably quite different from mine because he 
really wasn*t considering the digoxin data primarily, 
. he was looking at the cardiac picture of these 
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Children, the other cide sof the coin. 

Now the report, I suspect attempted 
to incorporate these and put them together but that 
wasn't my job at the time. 

THE COMMISSTONER: Yes; all right, 
thank you. We will take 15 minutes. 

MS3) CRONK: MOM GVO; Sic. 
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TORONTO, ONTARIO Kauffman 


Ute,e%. (Cronk) 


1 
eOnovs3> 9 —-- upon resuming. 
Bis? . 1 
DMra 3 THE COMMISSIONER: Miss Cronk. 
4 Moo, CRONKen., hank, vous, Mr. Commissioner. 
; On, Diy: ‘haut inan, would: lake: £0 
Clarify the matter we were discussing just before the 
break. Could [ask VOtyaif's7Ou. wold. SLY, to. turn 
7 to the Jetter to pr. Smach dated, December, 1A.. 41982), 
8 that, as at lab) lL ofbstihesbound wolume..of the material. 
9 A. Okay. 
10 Or. EegviOU Ud. vache s70On. Olsen gbO 
rr page 3 where your criteria are set out. 
A. Okay. 
12 
QO. iV OllLdsask VO On LOO ks for 
ue the criteria that you have assigned for Rating No. l. 
i4 vs Wao 
15 On Least probability. 
16 Doctor prLaamoOrnG to. give. you,.back 
17 our handweicren ~last thatiwe were referring to. 
18 Your fanstiucrmerion there ;for that 
category was that the patient had no record of re- 
as ceiving digoxin, and no digoxin measurments done. 
sa Stopping there for a moment, when you 
21 say no record of receiving digoxin, did you mean at 
22 ThesHospuca! Tor Sick —Chaildren, ob ever during sche 
23 patient's “lite? 
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1 
BE2.2 2 ay i tneluded any ituansfer notes, 
3 Or notes regarding a dose prior to arriving, or in 
4 The Hospital for S#ekwehidren'shuecoudseas well as 
5 a record of any that might have been received during 
their hospitalization. 
: Os Thanktyou; odector. 
: A. In other words, the patient's 
8 history as well astithe Hospital Ycourse. 
> OF TOLwhtehneehi ldtrew, doctor, which 
10 of your 26 children, doctor, satisfied that criterion? 
1 At hak worNotobsiithavewPenreault 
‘5 listed. 
OE And; doctor, your ‘second 
zs eviberion under Rating Noy lois, the patients were 
id | ae 
receiving approprMate Cdigexin dose (and =serumrand 
15 tissue concentrationgwere not inconsistent with that 
16 dose, meaning I take it they were consistent with the 
17 doses that they were prescribed? 
18 THE COMMISSIONER: No, should we put 
19 in "and any serum and tissue concentrations", does 
that mean that there were in every case serum and 
. tissue concentrations andethat they were mot limstances +—- 
o THE WITNESS: It should have been 
22 serum and/or. 
23 THE COMMISSIONER: Well if there may 
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1 
Pa2,3 2 have been neither, there may have been neither serum 
3 nor tissue concentrations. 
4 | THE WITNESS: That is No. 3. 
5 2HE: COMMESSTIONERSouYes, abl vaghty: 
Z serum-and/or tissue i concentrations, «there were) at 
least serum:or tissue concentrations and those that 
; there were -- 
8 THE WITNESS: Yes. 
9 THE COMMISSIONER: Okay. 
10 MS. CRONK: dQerohet smetjustwheliow 
11 up on that, those that were were consistent with the 
12 appropriate digoxin dose that had been received. 
‘* THE COMMISSIONER: And there were 
some. 
14 
MS. CRONK*e,08. And there were some? 
15 A. Yes. 
16 OQ. Whichuchi ldrenprpdector, sby 
17 ©. name, satisfy that criterion, if you would please? 
18 At That included Warner -- 
ithe THE COMMISSIONER: They are the 
ones -- 
20 
THE WITNESS: They, are .theLong ylist. 
a THE COMMISSIONER: That is the long 
ee list? 
23 THE WITNESS: Of the 20, yes. 
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THE COMMISSIONER: All right, thank 
you. ‘This list Gs “goimg. to besprepared; atypedout. 

THE WITNESS: Okay. 

MS. SCRONKS 205) “DOCtOLr Fy mMayewe turn 
to the third criterion; the patients were receiving 
appropriate digoxindose, no digoxin measurement done, 
which children fuliilledeehae criterion? 

A. That was Shrum, Taylor, Velasque 
Adamo, MacDonald. 

Or And ,“doctor, thats where I 
think I misled you. I take it then those children 
were receiving digoxin but you felt it to be an 
appropriate dose and there were no measurements 
available for you? 

A. COrrect. 

THE COMMISSIONER: . The only one we 
are concerned with is Perreault. I don't quite 
understand, there was no record of he ever having 
received digoxin, but for some reason they never 
examined to find out whether he had any digoxin in 
his tissue, is that regi. 

THE WITNESS: ~ To my knowledge; : I 
apparently didn't have any data on him when I did the 


review. 


THE COMMISSIONER: I wonder if before 
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1 
BE2.5 2 tomorrow somebody can find out why that was not done. 
3 Because I can well understand not exhtmamngnaie at 
4 Henltwgoingstostebivus anything, but if Perreault 
5 didn't have any at any time and he did turn out to 
B have digoxin in his tissue that would put him 
exactly in the same category as the other four. 
: MS. CRONK: Well, Mr. Commissioner, 
8 before that thought progresses further. It is my 
9 understanding and the evidence before you today is 


that no digoxin was given, although originally ordered, 
to that child while he was at The Hospital for Sick 


Children, but that he in fact did receive some prior 


to entering the Hospital; that is the evidence before 
VOU LO Tdate asia. 

or My aquest iomtite: your Dre 
Kauffman, I take it you were unaware that the child 
had received some prior to entering The Hospital for 

7 e2ck Chaidren? 

A. Tidivesks voorrecikt Secdifig ndeed 
that was the case I -- 

THE COMMISSIONER: © ‘Can I just see that 
list again please. Then actually Perreault would 
belong in Category J -EnNeR woulda ihe not; or an 3, in 
No. 3 Of Rating LAwould We act? acEht Perreaultiwere 


receiving digoxin -- no, would he not? 
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1 
EE2.6 2 MS. CRONK: Sir, that would depend 
3 on the doctor's judgmentrasesto whethersor motethe 
4 dose wasappropriates, If thetdidn' t know that adage 
5 had been given he can't therefore at this stage I 
re suggest maker that qudgment unless: it is provided “to 
him. 
7 
THE COMMISSIONER: You say we have 
8 some record to theveffect thatwWerreault was receiving 
? digoxinwsomeiplace’ Gthen tihaneThe HWospitalrorrss ok 
10 Children? 
11 MS. CRONK: That is the evidence 
12 before you, sir. 
i THE: COMMISSIONER: Veo a) AA Weer one. 
MS .. GRONK © DOCton,/ 1 apologize: for 
“ the confusion over that, and I assume more than my 
Ep share of responsibility perhaps, but I think that 
16 matter has now been clarified. 
17 | . O& One final question, doctor. 
18 After you had completed these various coding sheets 
19 on each: of these. children /“the?s67 children now I am 
talking about, did you have any further involvement 
. or participation in the ®preparati on of the-CbC* group 
21 
FEeport? 
a A. Therondytadda tlonal-thing*] 
23 did for ther CDC is®they asked’me tolwrite ailetter to 
24 
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them giving them my criteria for the classifications. 
They also asked me to outline for them my ideas about 
their various problems of measuring digoxin in various 
tissues and that was represented by the letter which 
is enclosed which you have distributed. After that 

i. nad no, participation <1 ene see port. 

QO. Doll taker 1t correctly. then, 
doctor, that you didnot play any pare "Or ave any 
involvement tn the compitation of the report and the 
statistics contained in it, save for the coding sheets 
which you have completed and save for the preparation 
by you of your Petcer toupee oml En? 

A. Theron ys OUnern bh Lid mie 1d ok 
received’ a dratt ,On the Lerorcu.to look Zorvexrors, in 
the parts that directly pertained to what I had done. 
{ responded to ‘thal; -angwtiatineterms of dealing 
with the report itself, my only participation 
was to check for errors representing my data as I 
had submitted it to them. I had no part in compiling 
the data or tabulating it or doing statistics on it 
er interpreting it. 

Gp And before you saw the draft 
of the reporne for that purpose, doctor, did you have 
any understanding or knowledge as to the use to which 


the information that you had put together was intended 


to: be put? 
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A. I knew it was going to be 


used in some way in an epidemiological study but 
beyond that I had no idea how it was going to.be used. 

MS .CRONK: Seihank you, Doctor. Thank 
you for your patience. 

Sir, just before I do sit down,amongst 
the completed coded sheets that have been distributed 
to counsel and marked as an exhibit is one for 
Charlon Gardner. 

The code number asSigned to that 
child was 02062 but omitted from the package that is 
photocopied for counsel and tor the exhibit that nas 
been marked was a comment page by Dr. Kauffman. 
ie would ask that that be admitted now, sir. 

THE COMMISSTONER: “Yes; all right. 

MS. CRONK: It is being added to her 
page. 

THE COMMISSIONER: Yes. All right. 
We wlll jUSt publ wt 1nkacerpagce... 

Now the interesting thing is it says 
page 4. 

Miss Cronk, before we go any farther 
have we got a page 3? This says page 4. 

MS. CRONK: This is an amalgam, sir, 


of page 3 and 4, all that there is with respect to all 


ANGUS, STONEHOUSE & CO. LTD. 
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of these children, 

THE COMMISSIONER: All right. 

MS. CRONK: And, Mr. Commissioner, I 
will have the Doctor's handwritten notes with 
respect to those categories typed up and I will 
tender them tomorrow morning as an exhibit for 
you, the lists that we have just been reviewing. 

THE COMMISSIONER: Yes. I wonder if 
we could put some kind of an asterisk with a note 
of whatever information we have. 

MS... CRONK: «Thank :vou;, sixv7 ethose 
are all my questions. 

THE COMMISSIONER: Yes. All right. 

My a Hurley, 

MR. HUNT: No questions. 


THE COMMISSIONER: Mr. Brown? 
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THE COMMISSIONER: Mr. Brown? 

MR. BROWN: I would make a submission 
avethis time that Mr. Young precede me: -—~ 

THe —-COMMISSTONER: ZT am Sorry, what? 

MR. BROWN: In view of the fact that 
the report was used by the police to assist them in 
their investigation in that sense although technically 
heemay not be a client Of “the police he was retained 
by the: police’. 

THE COMMISSIONER: What do you say 
about that, Mr. Young? 

MR. YOUNG: “I don’t want to be 


difficult, Mr. Commissioner. He is not our* witness 


but if Mr. Brown - at this point I would be happy 


to cross-examine the witness. 

THE COMMISSIONER: All right. Would 
youeLEKe7T tO proceed? We will probably go on at least 
till 5 o'clock. How long do you think you eh ee 

MR. HUNT: I would expect about Fie 
minutes. 

THE COMMISSIONER: That really doesn't 
get you out of today enen* 

“MR. BROWN: No. 
THE COMMISSIONER: All right then. 


EXAMINATION BY MR. YOUNG: 
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ANGUS, STONEHOUSE & CO. LTD. he 


TORONTO, ONTARIO Kauffman, eX. 
(Young) 
1 
2 om My name is David Young and 
3 I am one of the lawyers here on behalf of Metropolitan 
4 Moronto. Polace: 
5 Doctor, I am going to be referring 
to Exhibit 116 for the short time that I am up here 
: and you may want to have that handy. You probably 
f do have it. That is the medical record of Justin 
8 Cooks 
9 THE COMMISSIONER: I think you have 
101. it here somewhere. 
1 MR. YOUNG: Perhaps Mr. Registrar 
Gan provide it. 

12 

0. Vou do have Lee, All righ 
Doctor, at page 25 of that medical 
is oe there is a note signed by Dr. Jedetkin. | “That 
15 note seems to indicate that Baby Cook experienced a 
16 Severe cyanotic spell around 1800 hours on March 
17 21st, 1981. Do you see that note, DOeLog. 
18 A. Voesu 217e71820 nours? 

ey Ox That is» correct wes - 

Actually it states that the spell 
~ seemed to be first noticed at 1800 hours. 
a1 Ave eaves: 
22 Q. And was treated later on. 
23 Doctor, it also appears that Dr. 
24 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO Kauffman Fp Sess 5951 


(Young) 


Jedeikin administered propanolol and that the ‘child 
responded well. Would you agree with thaw? 

A. He describes it as almost 
immediate. Pinking up, murmur increased. 

Ol, Right. And then, Doctor, at 
page 29 we have a note that was signed by Nurse Nelles. 
Nurse Nelles tells us that at 3:45 a.m. on Maven, Zist 
it seemed that this child began to experience some 
aifficultiessid Ithink wer could’ properly describe this 
child as experiencing increasing cyanosis or a cyanotic 
spell? Is that accurate, DOGTOLy 

A. Is this the note on page 29 
dated March 227 

Qs That is. the»one,” 198). oShe 
says here: 

"Babe settled well after 2:30 feeding. 

Rested comfortably until about 3245 

when hands were - " 

A. Noted to be. 

O: " noted to be more cyanosed. 

Vital signs were started when baby 

began to have a seizure". 

And then it goes on andon. Would you agree that 


the baby appeared to be having a blue spell at that 


time, 3:45. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman , CX. 


TORONTO,:ONTARIO (Young) Sipe hs Ye 
aN That is what appears, yes. 
Oe Tat 1S what is indicated? 
A. Yess 
©: Doctor, about half way down 


page 27 if we could turn to that page there iS an 
indication, a note prepared by Dr. Kantak I believe 
that this child was administered more propanolol. 
Initially the child was given I believe it is 0.4 
millilitres -and then a few minutes later approximately 
3:55 the child was given another 0.2 millilitres. 

Is that the way you read that chart, 
DOCtor? 


AY I am having difficulty reading 


put. stasee that = Tam notesure. You crertalkiag 


about the second note on the page 27? 

Cr Yes, 1 am. Almost right in 
the middle of the page there, DOCtEOr. 

A. Te “starts out “Called to sec 


this baby. Having blue spell". 


OR That 1s .COLLreCcer. 

A. Now where in that paragraph 
are we? 

oO | We go down to what might 


be described as the second paragraph. 


KR. Oh, now I see it. "Was given 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 1, GX. 5953 
TORONTO, ‘ONTARIO (Young) 


Tieaecral <4 mill iieres 


Q. RUGi tie 
A. Okay. 
On Then it appears that the child 


did not respond in the same manner as it had at 6 
o'clock. The response does not appear to have been 
one that the doctor was satisfied with and he gave 


an additional 0.2 millilitres a few minutes later. 


A. Okay. 
O- Is that the way you read 
that, _OCLOLs 
A. He got some atropine .l 
milligrams. 
Oo. Right. But above that, 


boctor,,s it. refers CO a additional. --- 


AY Oh, another .2 millilitres was 
pushed. 

On Right. 

A. Okay. Now I see. 

Or Then, Doctor, it does not 


appear that the child responded well. I ak ast 
says responded partially and my friends may be able 
to help me with that. 

ve That is the way I read it. 


Cre: That is the way I read it as 
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ANGUS, STONEHOUSE aco.tto. Kauffman, eX. 5954 
TORONTO,* ONTARIO (Young) 


well. 


Now, Doctor, 1 should tel you “hac 
for instance Nurse Nelles on page 29 doesn't even 
think that the baby responded well. She says again 
about half way down just after it says - the word 
propanolol is underlined and it says "Another dose 
of propanolol was adminstered at approximately 
Bicy5.5: se 

Well; devloustartyarlitvele earlier, 
Doctor, i am sorry. "Propanclolywas administered. 
Babe remained markedly cyanosed" and then a bitele 
further down she says "Another dose of propanolol 


was administered at approximately 3:55. Dr. 


Jedeikin called before this last administration of 


propanolol babe's apex then began to dip". 

As Yeon 

On "And was approximately 72". 

Then there is a discussion of other 
medication being given to the Chistes et owe, —DOCtOr, 
would you not agree that there did not appear to be 
a similar good response to the administration of 
propanolol on this occasion as there had been on the 
earlier Hoeteion at 1800 hours? 


A. That is the way I understand 


these notes, YeSs- 
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ANGUS, STONEHOUSE & CO. LTD 


ddeiencienctay me | pa eet , eX. 5955 
1 
2 oO. And, Doctor, we have heard 
3 evidence from Dr. Harry Bain. Do you know Dr. Bain? 
4| a Be I just know who he Leena 2. 
5 don't know him personally. 
6 On Dr. Bain told us and for the 
_| assistance of my friends it is at Volume 61, page 
| 3664. 
8 
| Doctor, I would be happy to read you 
9 that evidence but Dr. Bain basically told us that in 
10 light of the earlier good response — he is referring 
11|| to the response at 6 o'clock in the evening - it was 
19 | rather surprising that the Inderal didn't greatly 
13 assist this child later that avening ay oi4b., And his 
general impression was that 4f it worked once it is 
iv Likely hates going to work again. 
te Would you agree that normally that 
16 is the case, Doctor? 
17 : re. Other things being equal I 
18 would agree that would be the expectation. 
~ 40 ©. Now, Doctor, you told us on 
a a number of occasions that this baby was very, very 
likely administered a large dose of digoxin some time 
between - well, to oe accurate before 3:30 and. atter 
ue 1 = 30. .a<M.,.0n Maren VA se 
23 A. Those were my best estimates. 
24 
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ANGUS, STONEHOUSE & CO. LTD. 


TORONTO; ONTARIO Kauffman, ex. 
(Young) 5950 
OF Doctor, if this baby, Justin 


Cook, was already suffering from the effects ore 
digoxin toxicity at 3:45 a.m., would that not explain 
the very limited or lack of response of the Inderal 
that was administered at 3:45 and 3:55 a.m. just PoLoL 


to this child’ s death? 


A. I would have to think about 
that a moment. 
Q. Prey ier, 
A. I think we have to look at 


the actions of the two drugs and think what that 
theoretically could do and think about what Kind of 
heart disease Justin Cook had. 

Justin Cook had outflow obstruction 
to his pulmonary artery, the artery going to his 
lungs, and that was the reason for his severe 
cyanosis. 

If I recall correctly, and correct me 
if I am wrong he had a single ventricle with an 
outflow chamber which represented a rudimentary 
right ventricle and the reason he was getting cyanotic 
periodically was that the muscle, heart muscle around 
the outflow tract of his pulmonary artery would 
contract and decrease the blood flow to his lungs 


so he didn't have blood going through to the lungs 
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ANGUS, STONEHOUSE & CO. LTD. Kavita». oa. 5957 
TORONTO, ONTARIO : 
(Young) 


so it could be oxygenated and he became cyanotic. 

The reason for giving propanolol is 
that it tends to relax the heart muscle or reduce 
its contractal force. It would relax that constrictio 
and increase the flow of blood to the lungs and that is 
apparently what - they got the response they wanted 
and that is a common and appropriate treatment for 
this wou CLO. 


Now if in fact he was having Gatdio- 


dynamic effects of digoxin at the time he got that 


3:55 dose or thereabouts, thettwo adoses*+=s2 


OF 23.45 42 300. 
A. 9:45, tags seen bidgoxin 
increases the contractal force of thetheare.o°rt 


indeed he was suffering from the effects of digoxin 
at that point the effect of digoxin in increasing 
the contractal force of the heart could conceivably 
override the relaxing effect of propanolol and block 
its effect in allowing more blood to flow to his 
Panges+y That sis the best answer I can give you. 

Ou And that might explain 
the very limited *response of the Inderal? 

= | It could be an explanation. 


MR. YOUNG: Thank you very much, 


Doctor. 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO; ONTARIO 


Katt itian, ©¢x.- 5958 
(Young) 


THE COMMISSIONER: Mr. Brown? 
CROSS-EXAMINATION BY MR. BROWN: 

OF Doctor, my name is Brown and 
I represent Nurse Susan Nelles. 

If I might ask you a couple of 
questions about a few of the babes, titse lor rate 
Baby Justin Cook. 

I believe it was your evidence 
yesterday - well, actually on Monday afternoon and 
also yesterday, that in your opinion an overdose of 
digoxin was given to the child at some time and I 
believe the most likely time frame which you posited 


Was between Lig0wand 3:20; adecuc morning. That 1s 


approximately one to three hours before the cardiac 


arrest. “Amol Correct 10 saying that that is your 
best estimate? 

A. I think that is correct. 

On And indeed if I recall your 
testimony you were of the opinion that it would be 
unlikely that the digoxin would have been administered 


error tO. 3.20 in the morning; is that correct? 


’ 


A. I thought that was unlikely, 
yes. 

oO. And if I could turn you to 
the scoring sheet which you used in the Atlanta - in 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, Cr.ex. ny! pe 3) 
TORONTO; ONTARIO (Brown) 


the Center for Disease Control Report and I am afraid 
I don't have the tab but I am sure it right towards 
the end. 

A. I have my own COpy here. 1 
Car Cin LO: Lis 

MR. HUNT: Mr. Commissioner, My friend 
gad prior to S250). t think he may have meant after 
Be Ui 

THE COMMISSIONER: lI thought it was 
between 1:30 and 3:30. 

MR. BROWN: Yes, Mr. Hunt is quite 
COrrect. 

Ow The question I was directing 
to you in your opinion it was unlikely that the 
‘@igoxin would have been administered to Justin Cook 
Better 3:30. That 1s less than one hour before elas 
onset of the cardiorespiratory arrest? 

A. I think I understood it the 
way you meant it, not the way you said it. 1 meant 
to say I thought it was unlikely that it was 
administered less than one hour prior to arrest. 


Oe That is what I meant uve eee 


didn't say it. 
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ANGUS, STONEHOUSE & CO. LTD. Kauliman, “crsex. 
TORONTO,-ONTARIO (Brown) 
oO. Tf 7 could ask you to turn’to 


the scoring sheet which you used for that Child for 
the Atlanta Report study. If you could please turn 
to the second page of that CeDOLrt, Ones the scoring 
sheet, there is a right hand margin in which certain 
numbers appear. At the bottom of that column appear 
at lines indicated as lines 22 and Lines Zoe) Domyou 
see where those appear, Doctor? 

A. vec. 

Ox My understanding is that you 
were asked for a limited number of cases to give an 
opinion as to the earliest time a fatal dose might 


be given. Do those numbers represent your opinion 


-in that regard, Doctor? 


A. T don's recalimvtnat they do- 
Those are not my handwriting, in fact, I adn t 
put numbers in the margin when I scored these. And 
Tofrankiy don,t recall putting that kindsot. data 
on any of the six sheets. I don't know if it was 
originally put on there and then it ended up being 
taken off before Idid them, I really don't know. 

Og . The numbers would seem to 
suggest that the earliest time would be on March 22nd, 
IAS an the morning, which would certainly fallwwithin 


the time frame taat you have described here. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, Cr.ex. 5961 
TORONTO,:ONTARIO (Brown) 


As I may have done it but I don’ + 
hegre any record that. lr didae and I don't remember 
doing it. So, DH can 4s bermuchy more helipfuleitoas you. 

I don't know if they took other imrorna clon nats 
gave in my notes and coded that or if I actuallyedid 
put something down on 6/7e8 bOneebe Copies: 1 was 
provided after the facie oupgece,? I did the scoring 
ateche hospital, Ivdett them there and after they 
had been coded and entered, I assume entered on the 
computer, I was provided copies after they had put 
jnuthercodings digi te: sor) done have any record or 
recolleckion thatyedaactuaddy wentethroughi taat 
exercise in those lines. 

Oj So, it may well be Prqouces. “put 
in by somebody else with all the information. 

A. Could well have been, I just 
don't know. 

O: Vernyuweld. Tfnk eouddethen 
turn to Baby Janice Estrella. 

THE COMMISSIONER: Couddna tanottbe 
based upon what you did say? Obviously your comment 
"was likely administered within one hour of the onset 
of terminal symptoms" and the onset was 3:45. Soy 
they may have put i? Ue a 


THE WITNESS: They may have 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman r arr:ex 5962 
TORONTO, -ONTARIO (Brown) 


interpreted my comments and coded it in that way, 
yes. 

THE COMMISSIONER: Meme (woe Ora 
bad interpretation. 

THE WITNESS: No,*rVdon"e drsagree 
with it? PFejust*don etrecalll comg re. 

MR. BROWN: Q. So, it is certainly 
within your time frame. 

A. Yes’. 

Ope TEA recall your sexaminatron 
yesterday, the one hour time that you said would be 
aiminimum;youvtbyxed "ir relation to tie (time of 
drawing the sample which was 4:30. 

A. Yess 

Q. So, the latest time which you 
posited would be 3:30 a.m.; the earliest time which 
you posited would be approximately e307 a. mr and 
this figure would fall somewhere in the middle. 

A. Yes’. 

ON Sop ie isnotrinconsrstent 
with the time window that you presented to us in your 
evidence? 

As ¢ No. 


Ox if Temighe-turm then, -Docter, 


to Baby Janice Estrella. We have heard that in your 


Lp. ies 


nine: 
ot: ~e 


Ar BAe a haan pea : 


pect #0080 4 Allied hue ia ar 


en ae a4 pie a 


. 
7 , 


ae 
eer co Ce nth eaten thane nob teup 4 .ai (abe 
. , “lelodaee #) ae yoa of) WORM «04 
f to Sama. amis TiWoy WITtsy 
2 oo o mny - 
| (49 ao: bgt lind Mikyes 121 a 
. a Binow neAK moe Balls sais adex ene sii hrs Ss1eby 
| 1? oa ty oa Ot Ais elon ni beer? UO \incitin does 
| ara SeP NOM iseluwee aly pA (oan 
. seny A 
| vO, oOo d inerml eis poe 7 
| (nade smhs Jap ti spe Sy 66M26 8E<l on Ai, 
. i Ae ergata ud flict 
ao SD Bir OS RE arbi tab ij 


; a 
‘ete! Pau @f 24 yee 


LOW Ah tu i Benger ee Pes! 5. 4961. 0. 
= OF 


i 

’ 

. 

| ipteod ent) aye adele ¥ 27 

a7Oy Al dea bree eed OM Geldivase .., 


a. : - 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 5963 


TORONTO, ‘ONTARIO (Brown) 
: 
2 
GG4 Original ireport-to Mr. Wiley, the repork dated an 
3 December of 1982, you were of the opinion at that time 
4 that in view of the post mortem readings of 70 and 
5 74 nanograms per milligram in the serum you considered 
6 those readings to be excessively high and, coupled 
7 with the low tissue seading, sous considered those 
P readings would be consistent with a large dose of 
digoxin administered shortly prior to death: 
: I would refer you to page 7 of your 
iy letter and in the second full paragraph, last half 
11 of the paragraph L believes deals wihthethac en 
12 opinion which you have. 
13 A. Ves. 1 theved iGabere:, 
14 On My reciitakions deel leve oF 
1s your evidence was correct, at that time you were of 
the opinion that a significant dose of Gigoxin had 
- been given to that child shortly before her death? 
W A. That dseconrecmi. 
18 O% And then you were subsequently 
™ 49 advised of the source of that sample, that the 
20 source of that sample was taken from the pelvic 
1 cavity of the child and I understand you were also 
advised of the results of a gutter blood study that 
3 had been conducted by the Hospital form wick cha ldren 
i and Mr. Cimbura, the Centre of Forensic Sciences, 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, em cencen 
TORONTO, -ONTARIO (Brown) 


is that correct? 

A. That. is corrects 

OF And on the basis of that 
new information I believe you changed your opinion 
and the evidence which you gave yesterday, and this 
can be found at Volume 71, page 5729, was that in 
view of the new information - well, I can simply 
read. 1 to you? 

A DowIVget a chances tot look = back 
at my previous days of testimony? 

THE COMMISSIONER: Yes, yes, you do. 


IT think Mr. Younha) isWayoinge  oRcomerico your assistance. 


THE WITNESS: Thanks your 

MR. YOUNG: Youcrenwelcomes 

THE WITNESS: Which page are you on? 
MR. BROWN: 5723 

THE COMMISSIONER: iquesstyou can 


read it just in case people don't have it. 
MR. BROWN: QO wPrrtwillebevstarting 

at Line’7} Doctor, thei questronestarts there: 
nO. Andwe know,’ Doctor, as you 
learnedysihat. the Estrella Level OL 
72 nanograms on the post mortem specime 
was obtained from a gutter blood or 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. eeue 
TORONTO. -ONTARIO (Brown) 


"vour Knowledge ory this ease,“ DOctory 
and’ the*results’of the® gutter blood 
study which was provided to you, would 
you,@as® a® pharmacologist, "dismiss® the 
72 nanograms level as meaningless in 
light of the source and the manner of 
its sampling?" 

And your response is on page 5729: 

“KY Piwoutan t* dismiss Et; “put 
I have to have much less confidence in 
it. The problem this poses is that 
this was the one piece of information 
that really made the difference in 
making’™that Judgment’ in’ this case 
and losing confidence in that number 
in. thisiparticulanicese really err 
very little else to’ deal with.” 

And I believe on the basis of that 
information you were given you wrote a second report 
to Mr. Wiley. The letter was dated January 1/7, PISS: 
If I might refer you to the second page of that 
letter, the last paragraph: 

"The estimate of possible doses of 

digoxinVoutlained an paragraph 4 under 


'Summary and Evaluation of Janice 
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"IWEstrella.-syonLyuevalideps one .assumes 
that the level of 70 nanograms per 
millilitre measured in ‘gutter. blood' 
reflects athe actuak post marten, senum 
CONGeRETS BL OReOG di Goxin., (Since. the 
measurement,of Gdigexin =n the post 
mortem blood was critical to making a 
judgment dimes Estrella Case i-t tats 
my opinion that thisscase is ,cpen to 
serious challenge and in itself does 
not provide a strong basis for a theory 
of homicide." 


And it is my understanding, Doctor, 


‘that that is your opinion today, is that correct? 


A. That is correct regarding that 
specific, case. 

Ox Regarding simply the case of 
JanicesEstre lla. 

A. Right, 

O. LTndecdpAgl suggest, Doctor, 
that it was on the basis of that new information 
on the significance of the post mortem sample that 
you changed the scoring, of Janice Estrella in the 
Atlanta Report. If you wish to refer to the scoring 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman ’ cr’. eet 
TORONTO, :ONTARIO (Brown) 


the front page Of that Scoring Sheet aneraais a 
notation that “Dr. Kautimanveaiiled tne venange > tor” 
and I believe Miss® Cronk asked you this before you 
Originally scored® the? child asia 5, but am. correct 
in saying that in view of the new information on the 
post mortem blood you changed it to a 2? 

A. ThatatsesGorrece: 

OX I fispoetor;.« the post mortem 
levels of 70 and 74 which were obtained from the 
pelvic cavity are valid samples and accurately 
represent the amount of di gox4a nan che* post mortem 
blood of Baby Janice Estrella, I believe that on that 


basis you attempted to calculate the dose, the time 


“and the mode of administration for that child, and 


if TF could refer you to’ page / of thee timer tertrer 
that you wrote to Mr. Wiley, the second to last 
paragraph on that page, the last two sentences, I 
believe you first stated that: 

"Tt is unlikely that the dose was 

administered orally since this 

infant was quite ill and was receiving 

oral fluids by nasogastric tube." 

I take it, Doctor, that that 22) abso 
the opinion which you presently hold? 


Rares Yes, I agree with that. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, ee a nae 
TORONTO. -ONTARIO (Brown) 


OF And the next sentence: 

"Tt is also somewhat unlikely that the 
dose was’ diluted in the bottle of 
intravenous fluid or buretrol since 
the acute onset of critical symptoms 
and the relatively low myocardial levels 
are not particularly consistent with a 
prolonged infusion." 

And T woula take it, Doctor, that 
that is also your present opinion today? 


AG. I still agree with that. 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO. ONTARIO 


Kauffman 
cr.ex. (Brown) 


1 
30nov83 2 2 And the reason, Doctor, that 
GG2.1 
BMcra 3 you would rule out the intravenous bag or buretrol 
4 aS a potential mode of information I suggest is two- 
5 HOLa: LIrst or ail, che ieCuce Onset Ol etite critical 
. symptoms demonstrated by this child on the morning of 
her death. 
i A. Midtrvas part Of it. 
: OF Td Uawas Dart tOleshe.) mito 
9 Heethe critical Ssymotomse an cil oe chiuideetarved 
10) approximately at 2:40 a.m. an theimorning sand 10 1 
11 might refer you back to the paragraph at the top OF 
12 mage /7 the Last senvence: 
. wAt 2240 On sl | Je .leecher wast MOLEC, _O 
be Gaspingaar. 
14 
Were those the terminal events that 
_ you were referring to as being acute? 
16 A. T'm Ssorcy, © locutyou. She is 
17 where? 
18 Or Tm So basy. 3 
19 pe Oh, (ab 2340 cn ll sie was 
noted to be gasping? 
Q. "“.--with rapidly increasing 
LeESplracery Late, 
oe A. Vossen i citnk ooet aes 
23 what I was identifying as her termine. @Venc. 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman 
TORONTO, ONTARIO 


en .ex. (Brown) 


Qe Sowa bali (eur gop Enon, OL 
the basis of your opinion was that the acute critical 
symptoms or the acute onset of critical symptoms 
commenced somewhere around 2:40 that morning? 

A. In that neighbourhood, as near 
as L.could tell sisomethejebares 

OF And the second reason that you 
suggested or came to the opinion that the administratio 
by the IV bag or buretrol was unlikely was the relative 
ly low myocardial levels foundaimnthis+chald> sapeaat 
COLBLECE? 

A. Yes, although they were fixed 


tissues but they were still quite low even for fixed 


tissues I thought. 


QO Doeckous Piwaudese fos digoxin 
was placed in the buretrol of an intravenous line 
and then allowed to infuse into the line within a 
period of, let us say, 30 minutes, when would you 
expect the onset of the critical symptoms to occur? 

Ay Well, that depends,on,a number 
of variables and this gets into a complex area that I 
don't think I have discussed before. I can't give you 
ansimple answer. Lt aeramiee one, onthe) volume in 
the buretrol into which the dose was placed, whether 


s# was 5 cc. or 1L@Qecesrce somewhere in between becaus 
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ANGUS, STONEHOUSE & CO. LTD. Kauttman 59°71 
TORONTO, ONTARIO 
cr.ex. (Brown) 


1 
GG2.4 2 that defines’ the amount’ or Sf lumea-inco-whache1e 

3 a@iffuses<and haste run inwbefore’ ttlis=alW into the 

4 patient; it depends on the length of the IV tubing 

5 at that point in time because that's the dead space 

‘ through which it has to go; it depends on whether the 
IV tubing was hanging below the crib at some point 

‘ so that the drug, because of a difference of specific 

S gravity Might layer out in the depended part of the 

9 tubing; it depends on the intravenous flow rate 

10) — because that determines the length of time it takes 

11 the first part of the drug to arrive at the patient 

12 and it also determines the length of time ve takes 
for the entire dose to be infused into the patient. 

- There are data that I don't have with 

' me which have worked out these kinds of fluid 

<i dynamics. So, there are variables: here that can make 

16 an enormous difference; in other words, if the dose 

17 was placed in the buretrol in a relatively large 

18 volume, I'm talking something a little more than 40 

19 mips tres, aid phew flow rate was 3 to 10 milli- 
litres per hour, which wouldn't be improbable for 

is this kind of a patient, I don't know what it was 

Er actually, it might take 6 to 8 hours for 100 per cent 

oe of that dose to actually be infused into the patient. 

ode The first bit of digoxin would 
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ANGUS, STONEHOUSE & CO. LTD. Kati ima 
TORONTO, ONTARIO 


cr.ex. (Brown) 


reach the patient in, if the dead space in the tubing 
was 15 to 18 millilitres, which isn't unusual, 
depending on the length of the extension tubing ;,a «the 
first digoxin would reach her at a flow rate Of Ee 
in something over 1 to 2 hours and then dribble 
in over the following hours. 

oF Well if I could perhaps put 
a couple of hypotheticals to you. If you could assume 
that the digoxin was diluted in no more than, Logecc. 
of the Iv fluid and if you would assume that that 
amount of material was infused into the child) over.a 
period of no more than 30 to 40 minutes; and let us 


assume that the IV. line /funs!relatively stradghiy to 


mheanchadd and there is not much of a dip, on that 


basis would you be able to give an opinion ase to 
when you would expect to see the onset of the crimes | 


symptoms in that cha ldr 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman; cr.ex. 5973 


TORONTO, ONTARIO 


(Brown) 
DM.JC 
HH 
2 A. You mean the entire 10 milli- 
3 litres would go without any other fluid being added 
4 to the buretrol at all, would be allowed to infuse 
5 *neoetherpariente 
0). Yes. 
6 
A. That is very hypothetical 
7 
because that would allow air into the line behind the 
6 fluid and that usually is done, but lI will deal with 
9 that: 
10 THE COMMISSIONER: Before you deal 
11 with it though are these facts upon which we have had 
evidence? 
i 
MR. sBROWN:) Nog tbhereonas been no 
13 
evidence on these facts. 
14 
THE COMMISSIONER: Are you just - you 
1S 


don't need to answer this, but are you picking these 
facts out of the air or do you have some knowledge of 
them? Because -— 

MR. BROWN: They are of some relevance. 

THE COMMISSIONER: They certainly 

have relevance if they happen to be true, bubedo: you 
know whether they are or not, does it assistimuse 

MR. BROWN: tT thank the facts i am 
putting to him are reasonable and may well come out 


at some later time. 
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ANGUS, STONEHOUSE & CO. LTD. Kautiman, cr. CX. 5974 
TORONTO, ONTARIO (Brown) 


THE COMMISSIONER: I see, all rrgnt. 

THE WITNESS: i can’t tell \you exactly 
pak Towel do: the. best if can, can you give me dead 
Space: for the tubing and £lowerate: 

MS. BROWN: @< I am asking) VOUs Eo 
assume that the quantity that was in the buretrol was 
infused at an even rate over a period of 30 to 40 
minutes, what that comes down to in terms of Cees sper 
minute, it is obviously greater than 10 cc's,. perhaps 
between 15 and 20 cc's per routs. 

A. Okay. I suspect that once 
that dose was in during that time that you could see 
critical symptoms, possibly see critical symptoms lI 
would guess anywhere from 15, 20, 30 minutes up to 
maybe an hour or more. It is extremely variable when 
you read the literature about the onset of symptoms 
from known intoxication, the onset is somewhat 
variable. 

0. You would expect nonetheless 
to see the onset of critical symptoms raeiweiguligiatee “= 
Warn a relatively short period of time? 

A. A relatively short time once 
the dose was sate in. | 

0. Tf I may then turn, Doctor,, to 


Baby Kevin Pacsare | believe it was your evidence 
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this morning, although in this respect I am only 
relying on my notes, that you had difficulty igi 
determining whether this child received a dose of 
digoxin orally or parenterally. But if I may, ity 1 
could put it thisihighwie was probably your better 
view that he received an oral dose of digoxin, would 
that be a fair ‘summary? 

A. I think that is as I recall a 
fair summary of what I said. 

0). And if I also recall you said 
if he received an oral dose it would be nost” lukely 
that that dose was administered ‘neal very Sroad= time 
frame between six to twelve hours before the onset 
of the critical conditions, is that a correct summary 
of what you said? 

A. A rather broad time frame, yes, 
long enough for distribution but I doubt if it was 
before 12 hours because we have normal potassium, and 
he looked okay prior to that, the twelve hours before- 
hand. 

THE COMMISSIONER: It was greater 
than twelve hours? 

“@HE WITNESS: Greater than twelve 
hours, I doubt if it was greater than twelve hours. 


MR. OLAH: Just briefly, te “that: twelve 
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TORONTO, ONTARIO (Brown) fe 76 


hours before death or onset of symptoms? 

MR. BROWN: Well, I am just coming 
to that, Mr. Commissioner. 

TIE COMMISSIONER: Yes, StL erie. 

MR. BROWN: Q@ If i Beane in response 
to a similar question that Miss Cronk posed to you 
this morning, you stated that the benchmark that you 
were using was the onset of critical symptoms which 
occurred somewhere in the neighbourhood of 3:30 or 
3:45 on the morning of this child's death, is that 
Correct. 

A. That is when I got a clue from 
the chart that something had changed, yes. 

0. So, applying *theetame window 
that you posited to that benchmark, would I bel £anpurn 
savyangtthabeit is your opinion that the oral dose of 
digoxin could have been administered as early as 3 or 4 
ome son. the previous afternoon, March llth, that is 
12 hours before 2.2130 ,- sche morning of March L2H? 

A. I think I postulated that 5 
could have possibly been given on the schedule dosing 
time of 2100, or could have been given at “both 
scheduled bimes> the eames before that and at 2100. 

THE COMMISSIONER: I thought we 
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THE WITNESS: That is where I was 
confused. 
THE COMMISSIONER: You gaia, there 
wasn't one at 9 o'clock. 
THE WITNESS: When I wrote my report 
I was under the impression that he had received two 
doses, and today looking at their medication sheet I 
notice that it looked like it may have been only one 
Aose. (be othink theesena dose could be included in 
the outside limits, that is that time. 
MR. BROWN: @< ‘The first dose that 
you thought he had been given? 
A. Was 2100. 
0. The 2100 on the evening Of 
March the 11th, which would be approximately six hours 
prior to the onset of the critical symptoms at about 


£4190 ,43:45> the following morning? 


A. Right. 

Q. So that dose could be included? 
A. Tt cOULd De. 

0. And from what you were saying, 


one could also include, could you not, the period of 
time six nours prior te the administration of that 
dose, that is approximately Seow OL ane afternoon 
Goeunel 2 o'clock in the evening, would that be 


correct? 
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A. TPwouldvhavettom=ifithink Lt is 
unlikely, although he could haves Irthinksiters 
unlikely that he received as much before that 
potassium level of 3.9 was drawn and I can't remember 
ine exact tame of that, before 1 uanswe* you specificall 
asco tame Lrames 

MR. OLAH: I think that was L745" in the 
afternoon. 

THE WITNESS: That would have been 
5:45 in real time. 

0. So it would be unlikely hg! 
your opinion that the dose was administered orally 
prior to 5:30 the previous afternoon. 

A. yes, 1. think; yes, Technik 
Eee fal. 

0. But that some time between 5230 
that afternoon and the onset of the critical events 
ato. 30 che following morning, would be a period of 
time in which oral administration could be possible 
to achieve those levels? 

A. I think I agree that those are 
the outside limits of the range that I could postulate. 
Tere Wiel Lou looking at the chart that things really 
started changing at 3:35 point when the baby was 


described as being very different. Reading other 
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cases reported in the literature with mainly 
intoxication, those kinds of time frames after an 


oral dose have been described in that ball park. 
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ANGUS, STONEHOUSE & CO. LTD Kauffman, Cr-ex.- 
TORONTO, *ONTARIO (Brown) 
Os Th i mughterefer) youl to; page 8 


of your letter to Mr. Wiley, the first letter. You 
also entertained the possibility, and I am reading 
the last sentence of Hic, Last tule paragraph, that 
this child could have received an overdose of, digexin 
through the intravenous route some three to six hours 
prior ‘torethe onset of the critical symptoms, that 1s 
another opinion that you hold, is that not rPigue: 

A. That was another guestimate, 
Ande deithoug ht dithiwas sa reasonable possibility. I 
really couldn't say whether or not it was intravenously 
orueocauuibuts I thought it was a little more probable 
orally but I wouldnt angue ene way or the other. 

Os Two sentences above that on 
the same page of the report, oF three sentences fitz 
starts: 

"The excessive dose could have been 

given either orally or parenterally. 

For example, an excessive dose could 

have been given orally at the scheduled 

dosing time of 2100 hours 1 /3/8a and 
result ineethe clinical course which 
anal 

and I believe this morning Miss Cronk 


took you through an exercise and we determined that 
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the prescribed dose at that time was .02 milligrams 


of cagoxim; oj you recall that figure? 


A. wacedit MORtor OF 02 you are 
| 5 corrects) Vvourare Correct. 
| 6 OE And I believe you calculated 
- that that quantity translated into a volume OL 34 
; millilitres of the digoxin elixir. 
A. Yes pL vagree. 
: Q. and Miss Cronk then took you 
10 through the exercise which you performed on the bottom 
11) of page 8 and the top of page 9 of your "repore in 
12 attempting to calculate a minimum oral dose of digoxin 
13 to produce the concentrations found in the serum and 
14 the tissues, and as ayresule of that exercise you 
posited a minimum oral dose of yeni it deams "or the 
. digoxin, that is the accurate figure? 
16 
A. Yes. 
V7 Ox Which would be contained in 
18 14 millilitres of the digoxin elas? 
“eal Ne Correct. 
0 or And the minimum dose net 
m1 you postulated would exceed the prescribed dose by 
approximately a5 cee is that correct? 
a ne tT think ‘that is correct. 
. e Therefore, the dose would be 
24 
25 
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significantly Larger in yolume. I believe you said 


that it might well require a different container or 
syringe to be administered than with the prescribed 
dose, is that correct: 

A. That 1s correct. 

ls poctor, are you familiar with 
the procedures used at the Hospital for Sick ¢hiidren 
to administer digoxin to children? 

A. No, iI am nom. 

oF wo 1} nade could perhaps put 
to you 4 assumptions which we have Hoe test at Some 
later time. Tfivou would assume with me that in 
order to give a dose of digoxin, 4 nurse first 
consults a medication card which je,kept or each 
ahaa). and upon that card is written the dose and 
the time of administration for that child. 

If you would then assume as the second 
feature, that having read that card the nurse would 
then take the drug and draw uP the appropriate amount 
of digoxin. 

The third step that the nurse who 
drew up the medication would then take that syringe 
to another nurse along with che medication card, 
show the card and the syringe to the other nurse and 


ask her to confirm that the quantity that is drawn 
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ip Lm Lact reflects the quantity prescribed. 

LE you would assume for me that those 
are the steps involved at the Hospital for Sick 
Children to administer digoxin to children, would 
you agree with me that if a dOSe which exceeds the 
prescribed ae’ by so ELMee Wae shown to the nurse 
who was to check the dose that that huge increase 
in volume would be apparent to the second nurse- 

ws ft? think Lt would be. 

Or. and indeed, i£ because of 
that large volume a different container or syringe 
had to be used in order to administer that volume, 
the second nurse that checked the syringe would 
probably notice that there was in fact a aifferent 
yehicle being used, would you agree with me that that 
would be likely? 

age I certainly would. 

©. And if you assume with me, 
Doctor, that that in fact was the procedure used 
when the dose prescribed trope administered at 
Go clock on the evening of March the lith to Kevin 
Pacsal, anda those four steps were used, would that 
not in your mind decrease the Likelihood that the 
dose administered at that time exceed the prescribed 


dose by ao times? 
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TORONTO. ‘ONTARIO (Brown) 
_—___—— 

1 

2 
es I think the only way that could 

e happen would be ,¢ the procedures were grossly violated. 

4 | Or and if the procedures were not 

5 grossly wiobaced,, DUE Ii hace Weeks conformed with, 

6 that would reduce, in your opinion would it not, 

7 the likelihood of an excessive dose being administered 

8 at that time? 
ee Yes, 1 think so. 

: MR. BROWN: Thank you, Doctor. 

0 THE COMMISSIONER: T think we Wilt 

11 IS make. ae polls Mr. Strathy, how long do you think | 

12| you are going to be? | 

13 MR. STRATHY: Probably an hour and 

‘al Bota tt co, two hours, Mr. Commissioner. 

fe THE COMMISSIONER: Miss Thomson? | 
MS. THOMSON: Mie ecCCOCEe Wild Be 

a conducting the cross-examination and I think he will 

2 be about an hour to an hour and a half. 

18 SRL COMMTSS TONER] Meu Giese 

= 49 hour and a halt: 

90 MS. THOMSON: yes, sir. 

"M1 THe COMMISSIONER: Mr. Ortved. 
MR. ORTVED: I think about half an 

2 

hour, Mr- Chairman. 

a THE COMMISSIONER: Miss Symes? 
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MS. SYMES: Depending upon the 
questions asked by Mr. Strathy and Mr. Scott I would 
say an hour and a hali. 

MS. JACKMAN: Depending on the 
questions that go before I would say hale ean hour ce 
an Hour. 


THE COMMISSIONER: Ves» vice O-line 
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MR. OLAH: I would be probably about 
half an hour, Mr. Commissioner, but have difficulty 
on, Friday... wouldinot be, most dakely able to attend 
on Friday and I would be most Grateful, sir, 1£ you 
could accommodate me by -- 

THE COMMISSIONER: Well perhaps you 
could arrange with someone. I don't know why I should 
pick on her but Miss Symes would let you in ahead of 
her. Up the queue somewhere. 

I was just thinking because this 
looks like tomorrow before we get to the parents. Are 
any of the parents intending to be longer than an 
hour? I would like to get through everybody except 
the parents tomorrow and of course if we reach the 
parents we might get on to them as well. 

are any of the parents in trouble 
on Priday? 

MR. TOBIAS: Yes, Mr. Commissioner, 
I will be required to be in another court Friday 
morning but I could probably be here Dyes oOmat sc 
latest. 

THE COMMISSIONER: Well that looks 
to me as though that come be all right but you might 
also see perhaps ne VOu-may, want to take over from 


somebody as well tomorrow. 
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Well, I think I would Eke oco- stat © pave 
I know it is against the principles but I would like 
to start early tomorrow. It is the only real chance 
we have and IT would like’ te sit until we are through 
everybody but the parents 4£ we can tomorrow and I 
think ensure that Dr. Kauffman can Furst Of ale 
leave on Friday afternoon and secondly if he does 
come back to Toronto it will be for other purposes 
than ours. So 9:30, does it shock anybody? 

Well I think we will make WB Bales Peet. 
then tomorrow morning and you will be here, Mr. 
Strathy, that is the main thing, and is 1t alls sighe 
with you, Dr. Kauffman, early morning? 

THE WITNESS: I usually start my 
day much earlier than that. 

THE COMMISSIONER: We have found that 
doctors do start earlier and quit eat vieu. 

THE WITNESS: I would be most grate- 
foleie 1 could eventually use my return ticket to 
Detroit. 


THE COMMISSIONER: What time is that 


on Friday? | 

MS. CRONK: It, is being negotiated, 
sir. 

THE COMMISSIONER: Well let's Svaret 
at 9:30 tomorrow and see how we are making out by noon. 


_-- whereupon the hearing was adjourned at A245. p.m. 
until Thursday, the lst day of December 1983 at 


9:30 a.m. 
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